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\ ~ lRONMENTAL PROTECTION AGENCY 

.... ...,,, WASHINGTON, cc 20460 After II r&gi$trern hes obtained final 
ft EA~ · CE OF PESTICIDE PROGRAMS (TS• 767) 

,~ NOTICE OF SUPPLEMENTAL HEGISTRATION OF DISTRIBUTOR registration for the basic product, tne 
H reglstrant may then sup!)lamentally .,_ _______________ ..,.f P_J_o, .. i_e_re_a_d.,.1_·n .. :1.,.tT<_uc ... t .... lo_n_,_b_e_fo_11_e_c_o_m..,P_le .. t.in_,g..,I _________ .. register end distribute his/her prod-

EPA REGISTRATION NO. OF PRODtJCT DISTRIBUTOR COMPANY NUMBER uct. One form must be submined ~--------------------..---------------------1 tor Heh dl5tributor brand and must 

( ~ 270 
be signed by the distributor involved. 
The form must nate the basic regiS· J--~u... .... "-'"..;;;....__ ____________ ..,_ _____________________ ~ tr3tion number on,d the distfibu1or 

NAME AND ADDRESS OF BASIC REGISTRANT (print or typs; include ZIP code} company number. 

ANTEC INTERNATIONAL, LTD. 
Windham Road, 
Chilton Industrial Estate 
Sudbury, Suffolk C010 6XD 
England 

~ .. 

If e registrant hes e l)Oten tial distrib­
utor who doas not heve a company 
number auigned, she/he should heve 
the distributor apply, on letterhead 
stationery, to the Registra tion Divl· 
&ion to heve a number assigned prior 
to submitting a Distributor Not if ,ca­
tion to the Agency . 

Notification forms must be submit• 
ted by the besic registral'\t. They m1Jst 
have the concurrence end signature of 
both the registrant end the distributor . 

When submittinn several tor,n~ ,,.,, hn 

same basic product, sutml1ti1i!J ·hPm 1 -
together will f,1cilitate proce,si "':; . t 
NO,)., Oct NOT $ubmit ~ r ,· 1t<1 1 , 

~,,....,,,c=-,~~,.,,....,,.,,...=~...,...,..,.,,,.....,,.........,. __ ,..... _____ ~,.......=...,...,.---------------1 product h1bels. I 
OF REGISTERED PRODUCT (bssic product nDmB accepted by EPA) f 

VIRKON S Broad Spectrum Disinfectant 

DISTRIBUTOR ROD CT NAME 

VIRKON S Broad Spectrum Disinfectant 

NAME ANO ADDRESS OF DISTRIBUTOR (print or type; includo ZIP c-ode) 

Livestock Products Division 
Farnam companies, Inc. 
P.O. Box 34820 
Phoenix, AZ 85014 

e 

DISTRIBUTOR 

We intend to market under the Distributor Product Name and Number specified above, subject to 
the cond,t ions specif red on this form . 

SIGNATURE-~ TITL~~DISTR4 0/?-• _.,· 
'.\ Ibugl~-, Ross, Re<feiatory Special ist 

DATE 

9 FEB 98 

REGISTRANT 

It is t'eques1ed that the Registration Record of this jacket include the Distributor Product specified 
al)o~e. iublect to tho conditiom s{X'cified on thi5 form. 

SIGNATURE AND TITLE OF REGISTRANT OATE 

~~ ,W~~ "D.l),M.J n.~. 
lan R. Wagner, D.V.M., M.S., Agent for /0 0~ \'fGJJ 

CONDITIONS 

1. Thrt dlstributor product mufl heve 
the same composition u t he b115ic 
registered product. 

2. The distributor brand product must be 
menutactured and packaged by the 
nme pcnon who manufactures and 
packeges thB registered basic product. 

3. The labeling for the distributor prod­
uct mu$t boar the same claims as the 
basic product. 1>rovided, however, that 
specific claims may be daletod if 
by dolng so no other changes are 
nccetsary. 

4. The product must remain in the 
manvfacturer'$ unbroken conteiner. 

S. The label must beer thci EPA mgb· 
t ration number of the basic re91stered 
product, followed by e hyphen (}ni'.1 
the disrributor's company nuf"h(!r. 

6. Distributor i:,rod1.oct.s m,ut • · ·, 1 · 
narna and sdc!ro;. of ,;;" J . 
qualified by such terms a• .J 
for . . .. ,'' "distributed t ·; ~· 
"sold by ..... to show !I' : ;11t· ·ar.,, 
is not that of the man'.Jfac tur"r . 

7, All conditions of the basic regis­
tretlon apply equally 10 distribu­
tor brand producti. It is the respon­
sibility of the ~~lot registrant 10 ~~e 
thet s11 distril!lutor li;tieHng is kopt i n 
compliance wit'1.t\Quiremcnts placed 
on the basic ~~t1uct .• 

• • •• 
••••• • • . . .... 

• •• 

••• • • • ••• 
• 

• •• • • • ..... 
••• • • • ••• 

EPA Form 8570-5 (Rev. 4-83) Prevl011s oditioM arfj ob1ollm1. An tee International L td'~·s· GOVERNNENT IUNTlNGOfflCE: 199-' - 43!·~9/1097 

APPLICANT - $ond only original to EPA..! Rotain c:opies 
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\ VfRONMENTAL PROiECTION AGE:NCV 

_ WASHlNGTON, OC 20460 Aft · h "' · d f . I 
~ EA~ CE OF PESTICIDE PROGRAMS (TS· 767} 

,7 NOTICE OF SUPPLEMENTAL REGISTRATION OF DlS res1~~ra~1o~egt~~a~~e ::st'r!~~~~ct, •;;e 
registrant mc1y then suppPememelly J----------------_,_f P,.1,_ea.s,.e ... re ... ad..,.l.n ... st.;.ru;;.c .. r ... lo;.;.n ... s ... be;.;..fo_r_e_c,.0_'!1_P_fe_r_in .. g_J _________ 1 reg star end disiributo his/her prod· 

EPA REGISTRATION NO. OF PRODtJCT DISTRIBUTOR COMPANY NUMBER uct. One form must be submimd 1-------....;.....;.....;.....;.... _________ _.. ____________________ -1 for each distributor brand end must 
'1 tMI sjgned by ttie dlnributor involwd. &' I 43591 The fo rm must state the besic regi,-

1--_i.i.....:;:11,.o'-"'.:;..'--;..._-----------..J.---'-----,--::-:---:-:------------t trlltion number and the distributor 
AME ANO ADDRESS OF BASIC REGISTRANT (print or typo; Include ZIP code) company number. 

ANTEC INTERNATIONAL, LTD. 
Windham Road, 
Chilton Industrial Estate 
Sudbury, Suffolk C010 6xn 
England 

I I .i regi5tr.int has e potential di str i b· 
utor who does not !'lave a comp.iny 
number usigned, she/he should have 
the distributor apply, on letterhead 
stationary, to the Regis r.ition Divl · 
sion to have a number a55igned prior 
to submitting a Distributor Notifica-
tion to the Age ncy. 

Notification forms must bo submit· 
tad by th• basic registrc1nt, They must 
havo tht concurrence and sig11atunt of 
both the registrant and the distrib utor, 

Whe11 submittin(J several forms fo r the 
same basic product , submitting them 
together will f.ici litste pro<:cuing. 

NOTE:: DO NOT submit distributor 

f=-=:::-::,===~==--=~::-:--:-=-,.---:---:--~---"""."~:--=-:;-:---------------1 product h1bels. 
E OF REGISTERED PRODUCT {b11$ic product mime accepted by EPA) 

VIRKON S Broad Spectrum Disinfectant 

OlSTRIBIJTOR PRODUCT NAME 

Trif ectant Broad Spectrum Di sinfectant 

NAME ANO ADDRESS OF DISTR IBUTOR {printer (Vpo,· lncludoZIPcode) 

A2 

DISTRIBUTOR 

We intend 10 marke1 under the Oinributor Product Name .ind Number speclfiad above, subject. to 
1he condi1 io11s specified on thfs form . 

REGISTRANT 

II 1s requested tha1 the Registration Record of this jacket include the Distributor Product specified 
above, subjP.ct to 11\o conditions spccifiod on thi$ form. 

SIGNATURE AND TITLE OF REGISTRANT DATE 

~~ ,W~~ "D,IJ, M·> n.~. 
~lan R. Wagner, D.V.M., M.s., Agent for 

Joo~ lq-q1 

CONDJTIONS 

1. The d1stributor produ,ct must haw 
the seme composltlon as tho basic 
registered product. 

2. The distributor brand prod uc t m st be 
manufactured and packaged by he 
same person who manufactures and 
pack.iges the registered bil sic product. 

3. Tl'le labeling for the di$tributor prod· 
u ct m tJst bear the same c.laimJ as the 
bilsicproduct provided, howowr, that 
specific cla1nn may be deleted if 
by doing so no other changes arc 
necessary. 

4. The product mun ritmain in the 
manufacturer'$ unbroken container. 

6. The label must ooar the EPA regis­
.tration number of the basic registered 
product, followod by a hyphen c1nd 
the dlnrlbutor's company numbe,. 

6 . Distributor products must bee, the 
n11m11 and address of the cilitrlb uio: 
quaHfled by ,uch terms as "packed 
for: ..• ," "distributed by . .. " ; or 
"sold by .. . " to &how that the name 
1, not that of the menufacturor . 

7. All conditions of the basic regi S• 
tration apply eQually 10 distribu­
tor brc1nd products. It is tho raspon ­
s.ibility of the bulc rngistrant to see 
th.It ;i ll distllli1614lt label ing is kept in 
compliance rvJ~ 1'-Quiremenu placed 
on the bes.ic proc!uct. 

• . . . .. 
• • • ••• 

~. 

• • • ... . . 

• •• • • • • •• .. 
• • • • • • • ••• 

EPA Forrn 8570-5 lRev. 4-831 Ptwiou1edlli01158f0 ob1o lou,. Antee International LtcfU.S. GOVEllN/-'NT PRINTINGOFfJC!i 1?8~ -"431-3!9/}097 
APPllCAN1" - Sond only original to EPA .! Rotain caplet 
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_. ... J.,\ °t ,. f,. 
Please Aead All lnsttuctione Sefor orm rrNJst be typedJ Form Approv~ . 0MB No. 70-0044. Apflroval E11pirM 1-31-96 

State, Environmental Protecti 
Office of Pesticide Programs (H75 

401 M Street SW 
Washington, DC 20460 &EPA 

Notice of Supplemental Distribution of a Registered Pesticide Product 

Instructions 

After a registrant has obtained final registration for the basic product, the registrant may then supplementally 
distribute his/her product. One form must be submitted for each distributor product and must be signed by the 
distributor involved. The basic regist ration number and the distributor company number must be shown. 

If a registrant has a potential distributor who does not have a company number assigned, she/he should have the 
distributor apply, on letterhead stationary, to the Registration Division to have a number assigned prior to submitting 
this form to the agency. 

This Notice of Supplemental Distribution must be submitted by the basic registrant. The completed form must have 
the concurrence and signature of both the registrant and the distributor. 

EPA Regill'tration Number of Product 

c? 62432-1 </ 
Distributor Company Numb« 

.J-.. 12281 

Note: Do not submit distributor product 1.,.1 

e of Registered Product (basic product nams I/ICCf/lPt«I by EPAJ Dlirtributor Produet Name 

VirKon S VirKon S 
Name and Adel, ... of DilltribuCor fT'IJ"I/ ~ ZIP code/ 

Durvet, Inc. 
P .0. ·sox 279 
24010 Hi ghway 40 
Blue Springs, MO 

Eastboun d 
64015 

1 . The distributor product must have the same comoosition as the basic p,oduct. 
2. The distributOf product must be manufactured and paclcaged by the same person who manufactures and pacitages 

the registered basic product. 
The labeling for the distributor product must bear the same claims as the basic product, pro\lided, however, that 
specific claims may be deleted if by doing so, no other changes to the label are necessary. 

4. The product must remain in the manufactllrer' s unbroken container. 
5. The label must bear the EPA registration number of the basic product. foltowed by a hypen and the distributor•s 

company number. . 
6. Ois1ributor product labels must bear the name and address of the cfastributor qualified by such terms as •packed 

for .. . , ·distributed by ... · ; or sold by ... • to show that the name is not that of the manufacturer. 
7. All conditions of the basic registration apply equalty to distributor products. It is the responsibelity of the basic 

registrant to see that all distributor labeling is kept in compliance with requirements placed on the basic product. 

Distnbutot 
WB intlKKI to mwut our product undt!r tM Dutributor Product Nan»~ ebow, .ubj,M:t to tlw cond'~ .,,.cmtJld on tltl,Notiw . 

President 

Date 
••• ••• 

• • • • •• 

• 
• • •••••• • 

• ••• • • • I ll{1Tff thet 0.. di$tributor nam«I abow mey dilltnbut. Md_, tM Diatributor Product aptlCifitH/ abow, au~C trl' 'J>- condNloM .,,.cifi«I on 
th~ Node.. • • • ••••• 

EPA Fomi '8670-5 (Aev. 2-92) Previous ed1tlon11 are ob9olet:e. 

J:l.~ 
\(J<;9 Printed on Recycled Paper 4



' aperwork Reduction ~~ Notice ~ 
The annual respondent burden for the Notice of Supplemental Distribution of a Registered 

Pesticide Product is estimated to average 15 minutes per response, including time for 
reviewing the instructions, searching existing data sources, gathering and maintaining the 
data needed, and completing and reviewing the information. Send comments regarding this 
burden, to chief, Information Policy Branch, PM 223, U.S. Environmental Protection Agnecy, 
401 M Street, S.W., Washington, DC 20460; and to Paperwork Reduction Project (0MB No. 
2070-0044), Office of Management and Budget, Washington, DC 20503, Marked .. Attention 
Desk Officer for EPA." 

• ••• • 
• • •••••• • 
• 
• ••• • 

••• • • • • • •• 
• 

•• • • • • •••• 
•••• • •••• 

• ••••• • • • • • • • • 
• ••••• • • • • •• 

• •••• • • • • • •••• 
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TASK ASSIGNMENT FORM 
Antimicrobial Division/Regulatory Management Branch II 

IA Completed by Product Manager I 

PRODUCT REVIEWER Sherrie Gray RMB II TEAM 34 

Description of Action: EPA File Symbol/Reg No. 
71654-6 

Decision No3_,'Jc/'J~/2j I Submissjon No. l'/bJ::{f ~[j I Fee for Service Action Code: 

FOPA Action Code: 332 Non-FOPA Action Code: PRIA FEE AMOUNT:$ 
,: ,: .· 

iti 
. ,,' . c 

~~-·tff .. MONTH . .. - .-. ~- DAY -~ ;f( YE.AR··:. :.,.-.,-_ .. L': I.::· . . ···- -.... - .. 
APPLICATION DATE JULY 29 2005 

EPA PIN DATE AUGUST 01 2005 

R-WER ASSIGNED DATE AUGUST 11 2005 

DATE DUE FROM SCIENCE 

DATE DUE TO PM AUGUST ~21 
DATE DUE OUT OF AGENCY 2005 

Type of PSB Product PSB Acute PSS RASSB RASSB RASSB RASSB 
Data: Chemistry Toxicology Efficacy Environmental Ecological Chronic Exposure 

Fate Effects Toxicology 

COMMENTS: NOTE TO ARCTIC SLOPE - PLEASE COMPLETE PART B OF FORM 

e 

I ATTACHMENTS: 0-.LABELING 0-CSF(S) 0-DATA OwOTHERS I ~, For Arctic Slope Contract Only I 
I Contractor: Arctic Slope I Contract No.: 0332 Ill ARCTIC SLOPE/MANAGER I 
Draft Task: Signature Final }s' Signature . ~ 

(Est. hrs) (Total hrs) 

EJ Reviewer's Comments: 

DATE FEE PAID: RESPONSE CODE: ; 7 RESPONSE DATE: W5J /J < 
I f 

6
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~ . 

~ 
DuPont Chemical Solutions Enterpri:e 

July 29, 2005 

Document Processing Desk 
Antimicrobials Division (751 OC) 
US Environmental Protection Agency 
Office of Pesticide Programs 
Mr. Adam Heyward (PM34) 
Room 266A, Crystal Mall #2 
1801 S. Bell Street 
Arlington, VA 22202-4501 

OuP011t Chwicaf Solutio•'S Enlerpnse 
P 0. Be.< 8CC23 
Wilm,nglcn. DE 1 !laS0-0023 

e Reference: Virkon ® S ( EPA Registration No. 71654-6) 

Dear Mr. Heyward, 

e 

Please find the attached application form 8570-1 for notification of the alternate brand name: 

Virkon ® Aguatic Disinfectant and Virucid~ 

This notification is consistent with the provisions of PR Notice 98-10 and EPA regulations at 
40 CFR 152.46, and no other changes have been made to the labeling or the confidential 
statement of formula for the product. I understand that it is a violation of 18 USC Sec. 1001 
to wiltfully make any false statements to EPA. I further understand that if this notification is 
not consistent with the terms of PR Notice 98-19 and 40 CFR 152.46, this product may be in 
violation of Fl FRA and I may be subject to enforcement action and penalties under sections 
12 and 14 of FIFRA. 

Should you have any questions, feel free to call. 

Sincerely, 

'7-,z~ ( 41 ~ 
Thomas C. McEntee 
Product Registration Manager 
Thomas.C.McEntee@usa.dupont.com 
DuPont Chemical Solutions Enterprise 
Barley Mill Plaza, P. 0. Box 80023 
4417 Lancaster Pike 
Wilmington, DE 19805 

E. I. dv Pont de Nemo1Jrs and Company 

••• • • • •• • 

• 
• • •••••• • 

• 
•••• • • •••• 
•••• • • • •• • 

•••••• • • • • • 
•••••• • • •• 
••••• • • • •••• 
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l 

·~· . . . -- . 
, 1-'Je.ase reed mstructrons on reverse before completmg fonn. Form Approved. 0MB No. 2070-0060 

United Stine• § Registration 
OPf'ldenafierNumbef 

&a>A Environmental Protection Agency Amendment 
Wuhinglr.m, OC 2.(),460 Other 

Application for Pesticide - Section I 
1. Compitny/Prod.uct Numbar 2 . a>A Prod\tc;t Mon&.ger 3. Pfoix,•.d Chruoification 

71654-6 Adam Heyward l3None LJ Rutrlcted 
4 . Company/Product (Nam > PMI 
Virkon (R) S 34 

5. Nome and Addreu of N>i:>licent (lftclud• ZIP Cod•J 6. bptdited Reveiw. In accordance with flFRA Section 3(cl(31 

E.l.du pont de Nemours & Company fbHi), my pro<luct is similar or idttntical in composition and labeling 
Dupont Chemical Solutions Enterprise, P. 0 . Box 80023 tc: 
Wilmington, DE 19880--0023 EPA Reg. No. 

C Chm if this is II tutw edctr.n Product Name 

Section - H 

Am4mdmont- EX'pleln below. LJ RMI pnnted lablls in rec,,onse to 
Agency fetter dated 

RHubmieaion in response to Agency lottllf dated D • .,_ Too• A~ication. 

0 N111ifleetion • E.,cpllin bolo w. D Other • E:icplllin bolo w. 

Exp!Mation; Uso ec:klitk>nal pag9{al if nece1tsary. ffo, ••elion I and Section IIJ 

NotJfication of AJ1emate Brand Name p PR Nottce 98-10 Virlcon (R) Aquatic Dislnlcctar,t and Vlruclde 

This notification is consistent With the provisions of PR No1ice 9B-10 and EPA regulation sat 40 CFR 152.46, and no o manges have been macle to the labeling or lhe 
conlldentJal statemen1 of form ule for the product. I nuderstand 1hal it ii; a violation or 18 USC Sec. 1001 to willfully mllke any false slatsmenls to EPA. I furhter uncle~tnad 

· thel if 1his noliflcation is not conslSUlflt Wl1h the terms of PR Notioe 98-19 and 40 CFR 152.46, this product may ba i violallon of FIFRA an.ct I may be subject to 
enforcement action and pen.al ies under s9Cllon.s 12 and 14 of Fl FRA. 

Section - Ill 
1. Mat.rial Thia Proituet Wi8 le Packa.ved In: 

Child-Resilit.ltot P.ckflging Urnt Packaging Watet Sotuble Paekagi119 2 . T~• of Contain~ 

j YH ~:· tJ Yes g-No No 
Pf.-tio 
Gloss 

C#Jnlfication mun If •yes• No. per If .. Yes• No. i>•r l'aper 
Unit Paebging WQt, container P41CkltQt Wgt co.nr.ainer OtMr (Specify) 

submitt«I 
I 

3 . Loc:erion of Nat Comenta lnfonnetion 4. Sitelel Retail Container I S~~ocjtion o.f Lebel Difceetion. 

X Label LJ Contal:nor 10 lb., 1 lb., 9 oz. 
6 . Manner In Which l.t>ol I• Affixed to Product LJ Uthograph u Other 

P~uod 
St• 'ed 

Section - IV 
1 . Ccntact P<>Jnt ICompJ.t. ifNn$ mr:rJy below for i<hri rificatlDII of fndfv{d,,.J to b• contac:r,,d, ;f n•Cfl#.Y, to procn:s thi.s llf)fAlir:tation.J 

NS1T1a Titl• Telephone No . (Include ArN Code} 

Thomas C. McEntee Product Registration Manager 

Certificatjon 6.0f$•~~on 

I oe.rtify thet the 51atements I have made on this form end all atteehmenta thltrttc ar-e t rue. eceur~• end c:ompt.te. 
RHIWN• 

I admo-w1odv• that any knownnglty tel96 or mialeadinQ sur1M1ent m.y be puni.1hatile by finio or i,mpri~nt or CStampedl 
both under applicable law. 

s. Tiue • ••••• 
• • • • • •••••• I 

2. SigMture "P. 
//,~~ t >'¼ ·[~ Product Registration Manager • •••••• 

4 . Typed Name 5 . Dete 

Thomas C. McEntee July 29, 2005 
EPA Forni 8570-1 (Rn. 3-941 Previous editions are obsolete. Mitt. - EPA Ale CoPY fcirivlMII 

• • •• 
••••• 

• • • ••••• 
•••• . ~ 

., • ._ . Applicant eo,v 
•••• • • ••• 8



UNITED STATES ENVIRONMENTAL PROTECTION .4GENCY 

UNITED STATES ENVlRQN1"1ENTAl~ PROTECTION AGENCY 
Washington, D.C. 20460 

August 25, 2005 

Thomas C. McEntce 
Product Regi~trarion Manager 
E.T. du Pont de Nemours and Company 
DuPont Chemical Solutions Enterprise e P.O. Box 80023 
Wilmington, DE 19880-0023 

S_ubjcct: Virkon® S 
EPA Registration Number 71654-6 
Application Date: July 29, 2005 
EPA Received Dat~: August 1, 2005 

Dear Mr. McEntee: 

OFFICE Of 
PREVENTION, PESTICIDES 

AND TOXIC SUBSTANCES 

This acknowledges receipt of your notification, submitted under the provision of PR Notice 

98-10, FIFRA section 3(c)9. · 

Proposed otification 

e . Alternate Brand Name "Virkon® Aquatic Disinfectant and Virucidc" 

General Comments 

Based on a review of the material submitted, the following comments apply: 

The notification application is acceptable. A copy has been inserted in your file for future 

reference . 

. Should you have any questions or comments c-011cerning this letter, please contact me at 

703-308-6422. 

Sincerely, 

COMC:UIUH:Nas -
$Yllf80L 

SURNAME: 

................ ................. ................. 
................. ................ . ................ ................. .. ........... . ......-. ....... .. ·-····_. ........ . 

DATIi 

EPI' Form 1320-1A (1190) 
9
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• 

~ 
DuPont Chemical Solutions Enterprise 

June 17, 2005 

Mr. Adam Heyward 
Antimicrobials Division (751 OC) 
US Environmental Protection Agency 
Office of Pesticide Programs 
Ariel Rios Building 
1200 Pennsylvania Avenue NW 
Washington, DC 20460 

Subject: Virkon ® S 
EPA Registration No. 71654-6 
Your letter of October 21, 2004 

D~Dont Chemi:a Solu1icns Ente:prise 
P. 0. Box 80023 
W n.rig1on, OE 19880-0023 

This letter is to confirm that the studies required to address the deficiencies referred to in your 
October 21, 2005 letter are underway. \Vith the exception of full one-year storage stability, 
completed studies arc expected to be submitted by August 1, 2005. 

Should you have any questions, feel free to call. 

Sincerely, 

Thomas C. McEntee 
Product Registration Manager 
(302) 992-3771 

E. I. du Pont de Nemours and Company 

10



TA K ASSIGNMENT FORM . . . 

Antimicrobial Division/Regulatory Management Branch II 

A aoager 

PRODUCT REVIEWER: 

Description of Action: 

Decision No Submis ion No. • Fee for Service Action Co!ie: 

FQP A Action Code: Fee for Service Fee:$ 

MONTH DAY YEAR 

APPLICATION DATE 

EPA PIN DATE 

R 2004 

· DATE DUE TO PM 2004 

DATE DUE OUT OF AGENCY 

Type of Data: Product Acute Efficacy Environmental · Ecologica 
Chemistry D Toxicology O O Fate D Effects 

COMMENTS: NOTE TO ARCTIC SLOPE - PLEASE COMPLET 

• 
For Arctic Slope Contract Only 

1 Contractor: Arctic Slo;e j j Contract No.: 0332 ! I ARCTIC SLOPE/MANAGER 

Draft Task: Signature _______ _ Final Task: Signature _________ _ 
(Est. hrs) (Total hrs) J Reviewer's Comm.ents: 

Response Code: I Response Date: ,&- ( ,..0 5: 
11
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-

#'@s,--4~<1' UNITED STATES ENVIRONMENTAL PROTECTIOr' AGENCY 
f \ \Vashington, D.C. 20460 

\~,q~ 
~"fJ.PR#. 

February 8, 2005 

T. Jeffrey Jones 
Delta Analytical Corporation 
The agent for 
E. I. DUPONT De Nemours and Company 
7910 Woodmont Avenue, Suite 1000 
Bethesda, Maryland 20814 

ot nc!!: o~· 
PR VENf:;:Q'.!, P!::S1'I::::7llES 

MW TOXIc, .S:Jf-!STA~'CE.'; 

Subject: Potassium Hydrogen Peroxymonosulfate Ecotoxicity Studies 
Submitted in Accordance with FIFRA Section 6(a){2) 
VIRKON S 
EPA Registration No. 71654-6 
VIRKON 
EPA Registration No. 71654-7 
Applications Date: November 7, 2003 
Final Receipt Date: November 10, 2003 

Dear Mr. Jones : 

The Agency has completed its reviewed of the Ecotoxicity studies submitted in 
accordance with FIFRA Section 6(a)(2) on Potassium Hydrogen Peroxymonosulfate Sulfate. 
Several aquatic animal toxicity tests were submitted for the active ingredient Potassium 
Hydrogen Peroxymonosulfate Sulfate. A total of three studies was reviewed. The status and 
results of the submitted Potassium Hydrogen Peroxymonosulfate Sulfate Ecological Effects 
Studies are listed in the table below: 

Study Species MRID Status Results 

Fresh Water Trout 461190- Core LC 50 == 53 mg/L, NOEC == 27 mg/L 
Fish Acute 01 

Freshwater Daphnid 461190- Core ECso ""' 3 .5 mg/L, NOEC = 2.5 
Invertebrate 02 mg/L 
Acute 

Green Alga Selenastru 461190- Core EbC50 = 1.0 mg/l, NOEC = 0.5 
m 03 mg/L 

12



• 

• 

2 

For detailed information and considerations, refer to the enclosed EPA/AD Risk 
Assessment and Science Support Branch Ecotoxicity Data Evaluation Record (DER) for 
Potassium Hydrogen Peroxymonosulfate Sulfate dated June 15, 2004. 

Should you have any questions or comments concerning this letter, please contact me 
at (7031 308-6422. 

Sincerely, 

dam Heyward 
Product Manager 34 
Regulatory Management Branch II 
Antimicrobials Division (751 OC) 

Enclosure: (Potassium Hydrogen Peroxymonosulfate Sulfate DER) 

13
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461190-00 I · 

November 7, 2003 

DELTA 
ANALYTICAL 

CORPORATION 

Document Processing Desk - 6(a)(2) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202--4501 

. ". . . . - .. 
• 

( .... 
• • 

~ ... ~ . . .. ..... 

• • 
. .. If 4. ' . 
• . . 
• II 't • • t .. 

• 
• • •••• • 
•••• • • . .. 
. . · -­..... . . . ' . .. .. 

• SUBJECT: Information Submitted in Accordance with FIFRA Section 6(a)(2) 
Report of studies and Incidents with potassium peroxymonosulfate (CAS 
#70693-62-8); Active ingredient in EPA Reg #s 62432-1 and 62432-2 

• 

0 6 ;lo~ 
To Whom It May Concern: 

We have recently become aware of several studies conducted on potassium 
peroxymonosulfate and related materials which we are submitting under FIFRA 6(a)(2). 

On October 8, 2003, ANTEC INTERNATIONAL LTD. became a wholly owned subsidiary 
of DU PONT (U.K.) LID, a U.K. corporation. Antee International continues to be the US 
registrant for two disinfectant products that contain the active ingredient potassium 
peroxymonosulfate (CAS #70693-62-8) . 

EI DuPont de Nemours & Company, a U.S. corporation, has been a manufacturer of 
potassium peroxymonosulfate for over 40 years for a variety of industrial (non-pesticidal) 
uses, and previously for pesticidal uses which were voluntarily canceled. DuPont does not 
hold any FIFRA registrations for this material. Over the course of the product's 
development and history, a number of toxicology and environmental studies have been 
conducted by DuPont to support the product stewardship of this product as well as to meet 
a variety of global regulatory requirements. DuPont has informed us that they previously 
met their TSCA 8e reporting obligations with respect to these studies. 

Subsequent to DuPont's acquisition of Antee, DuPont forwarded to Antee its file of 
unpublished studies on this compound. Antee has reviewed these studies and is submitting 
several of them to the Agency pursuant to EPA's FIFRA Section 6(a)(2) regulations. 

7910 Woodmont Avenue Suite 1000 Be thesda, Ma ryland 20814 
(301) 652-5495 FAX (301) 652-5408 

I 
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Three copies of each of the following (12) studies summarized below are being submitted 
herein: 

• Volume 1 of 12 
Oxone ® Monopersulfate Compound: Acute Toxicity to Fish (DuPont Report #S755): 

MRID# 46119001 1 

-- I 

This ecological study appears to be reportable in accordance with 40 CFR 159.165(b), as it 
reports results of a previously untested species; in this study the 96 hour LCSO in rainbow 
trout was determined to be 53 mg/L 

• Volume 2 of 12 
Oxone ® Monopersulfate Compound: Acute Toxicity to Daphnia magna (DuPont Report 
#5756): 

MRID# 461190021 

This ecological study appears to be reportable in accordance with 40 CFR 159.165(b), as it 
reports results of a previously untested species; in this study the 48 hour ECSO in Daphnia 
was determined to be 3.5 mg/L 

• Volume 3 of 12 
Oxone ® Monopersulfate Compound: Algal Growth Inhibition Assay (DuPont Report 
#5757): 

MRID# 46119003 ! 

This study appears to be reportable in accordance with 40 CFR 159.165{b), as it reports 
results of a previously untested species; in this study the 96 hour ECSO in the green algae 

• Selenastrum was determined to be 1 mg/L. 

• Volume 4 of 12 
Oxone ® Monopersulfate Compound: Acute Oral Toxicity to the Rat (Acute Toxic Class 
Method); (DuPont Re-port #5763) 

MRID# 461190041 
I 

This study is being reported in accordance wi1h 40 CFR 159.165(a). Rats were exposed to 
single oral gavage doses of either 200 or 2000 mg/kg test material. There were no deaths or 
clinical signs in rats exposed to the low dose. All 3 rats treated with 2000 mg/kg died 
within the first 24 hours of dosing. Although these results are consistent with the 
established oral LD50 in rats of 1100 mg/kg, we are submitting this study under FIFRA 6a2 
as we cannot confirm whether or not the clinical signs reported at this lethal dose is 
identical to those reported in studies previously known to the Agency. 

15
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• Volume 5 of 12 
Elchem 1384 (High Strength Bleach): Acute Oral Toxicity in Rats (DuPont Project ID: MR 
391) 

MRID# 46119005 1 
I 

This study is being reported in accordance with 40 CFR 159.165(a). Rats were exposed to 
single oral doses of test material ranging from 670 - 5000 mg/kg. This 1957 study is being 
submitted as it reports clinical observations within the first hour after dosing, and thus may 
include clinical signs following a shorter exposure period than reported in previously 
submitted acute toxicity studies. 

• Volume 6 of 12 
Inhalation Median Lethal Concentration (LC50) Study with H-20981 in Rats (DuPont 
Report # Ill...R 284-95) 

MRID# 46119006 ' 
I 

This study is being reported in accordance with 40 CFR 159.165(a). Rats were exposed 
(nose only) to concentrations of 2.5, 3.1 or 4.8 mg/L particulate Virkon S for 4 hours. The 
LCSO was detennined to be 3. 7 mg/L. Following exposure, the surviving rats exhibited 
body weight losses, and clinical signs including nasal and ocular discharges, hunched 
posture, lethargy, weakness, diarrhea, enophthalmus, irregular respiration, lung noise. 

• Volume 7 of 12 
Oxone ® Monopersulfate Compound: Toxicity Study by Oral Administration to CD Rats 
for 13 Weeks (DuPont Report# 5765) 

MRID# 46119007 1 

I 
The significant results from this study were previously provided to EPA by DuPont 
pursuant to TSCA § 8(e). We are submitting the complete study report for EPA's files. 

• Volume 8 of 12 
Evaluation of Primary Irritiation Potential in Humans Exposed to Sodium Peroxydisulfate, 
Ammonium Peroxydisulfate, and Impact® (DuPont Report #HL0-754-93) 

MRID# 46119008 1 

This study is being reported in accordance with 40 CFR 159.170. Although the results are 
not inconsistent with those results seen in dermal irritation studies in animals, these studies 
are being submitted to the Agency as they are studies reporting observations of potential 
effects following exposures to humans. 

16



• Volume 9 of 12 
Evaluation of Primary lrritiation Potential in Humans Exposed to Ammonium Persulfate, 
Sodium Persulfate, Impact® and Pool Water (DuPont Report #HL0-753-93) 

MRID# 46119009 

This study is being reported in accordance with 40 CFR 159 .170. Although the results are 
not inconsistent with those results seen in dermal irritation studies in animals, these studies 
are being submitted to the Agency as they are studies reporting observations of potential 
effects following exposure to humans. 

• Volume 10 of 12 
100 Person Human Patch Test with Ammonium Persulfate, Sodium Persulfate, and 
Impact® (DuPont Report #HL0-400-92) 

MRID# 46119010 

This study is being reported in accordance with 40 CFR 159.170. The purpose of this study 
was to determine whether or not exposure to the test materials under the conditions of a 
patch test would adversely affect the skin, either as an irritant or sensitizer, or both. Based 
on the effects observed with the materials placed repeatedly on the skin during the primary 
application and challenge phases, the 3 test materials demonstrated irritation and skin 
sensitization propensities under the test conditions. However, since the 3 materials were 
tested concurrently, it is unclear from these results whether the hypersenitivity induced by 
each of these materials was influenced by the other test substances. 

• Volume 11 of 12 
Evaluation of Dermal Sensitization Potential of Impact® in Humans (DuPont Report 
#HL0-498-92) 

MRID# 46119011 
I 

This study is being reported in accordance with 40 CFR 159.170. The sibrnificant results 
from this study were previously provided to EPA by DuPont pursuant to TSCA § 8(e). We 
are submitting the complete study report for EPA's files 

• Volume 12 of 12 
Acute Oral Toxicity Study with H-21263 in Male and Female Rats (DuPont Report #HLR 
590-95) 

MRID# 46119012 

This study is being reported in accordance with 40 CFR 159.165(a). Rats were exposed to 
single oral doses by intragastric intubation at 2300, 3400, and 5000 mE'/kg body weight. 
The combined W50 for male and female rats was calculated to be 4123 mg/kg with a 
confidence limit of 2477 to 3834 mg/kg of body weight. Although these results are 
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----------- --------------

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

OFFIC OF 
PREVFNTION PES ICIDES ANO 

TOXIC SUBSTANCES 

MEMOR~1'ffiUM 

Subject: 
""\ 

From: 

To: 

Thro: 

Applicant: 

6 (a)(2) Screening for Sodium chloride (1.5%), Pot.assium peroxymonosulfate 

(20.4%) 

EPA Reg:62432-1 
Sodium chloride (1.5%), Potassium peroxymono ulfate (20.4%) 

DP Barcodcs: D299148 
PC code: 013905, 063604 

Nader Elkassabany, Team Leader 'f(adt,/. ~ ~ 3/31 /o 'f 
Risk Assessment and Science Support Branch (RASSB), Antimicrobials Division 

(AD)[7510CJ 

Adam Heyward, PM 34 
Sharon Carlisle, PM Team Reviewer 
Regulatory Management Branch 
Antimicrobials Division [751 OC] 

Nonn Cook, Chief, RASSB/AD (75IOCJ 

ANTEC1NTERNAT10NALLTD 

ACTION REQUESTED: Review the attached submission for 6 (a)(2) sere ning, MRID 
46119001,46119002 46119003, 46119004,4611 9005, 46119006 46119007, 46119008, 
46119009, 461190010, 461190011 , and 461190012. 

CONCLUSIONS: The submission of the studies above does not qualify as a 6(a)2 submission 

and an expedited review is not necessary. 

lnlernet Add ress (URL) • h11r·l,'•Mw1 epa.gov 

Recycle<l!Recyclablo • Printed with Vegetable Oil Based lt\ks on 100°/4 Pottcon timer, Procen Chlorine Free Recycled Paper 
18
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6 
DELTA 

ANALYTICAL 
CORPORATION 

December 11, 2003 

Document Processfog Desk- 6(a)(2) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202-4501 

SUBJECT: CORRECTION to submission dated 6 November 2003 
Information Submitted in Accordance with FIFRA Section 6(a)(2) 
Report of Studies and Incidents with potassium peroxymonosulfate (CAS 
#70693-62-8); Active ingredient in EPA Reg #s 62432-1 and 62432-2 

To Whom It May Concern: 

On November 7, 2003 I submitted a FIFRA Section 6(a)(2) notification applying to an 
active ingredient in Antee International Ltd. 's pesticide products, Virkon Sand Virkon 
(EPA Reg. No.'s 62432-1 and 62432-2). Subsequently, I was contacted by Kathleen 
O'Malley who asked that I submit corrected pages to cure PR Notice 86-5 deficiencies 
that had been identified during the screening process. In addition, one ofmy colleagues 
noticed that I had dated the Data Confidentiality and GLP signature pages incorrectly . 
The date ofmy signatures on these pages was recorded as "6 OCT 2003 .. rather than 6 
NOV 2003." Since I executed these documents on November 6, 2003, the day before 
they were submitted, I am attaching the title page and corrected pages for the twelve 
studies previously submitted. 

I am sorry if these errors cause any inconvenience. 

Sincerely, 

T. Jeffrey Jones, Agent 
Antee International, Ltd. 

cc: Mark Squire, Chief Chemist 
Antee International, Ltd. 

7910 vVoodmont Avenue Suite 1000 Bethesda, Maryland 20814 
(30 l) 652-5495 FAX (30 l) 652-5408 
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MEMORANDUM: 

SUBJECT: 

TO: 

FROM: 

TIIRU: 

UNITED STA TES E VIRONMENTA PROTECTIO AGENCY 
WASHJNGTON, D.C. 20460 

January 11 , 2005 

OFFJCEOF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

Screen Adverse Data [FIFRA 6(a)(2)] submis ion for Virkon S, EPA 
Reg. No. 71654-6 Containing Sodium chloride and Potassium 
peroxymonosulfate 

Adam Heyward, Product Manager, Team 34 
Regulatory Management Branch II 
Antimicrobials Division (75 l OC) 

Srinivas Gowda, Microbiologist/Chemist S~-,\, , VC\.X ~ 1 / " ( O-S-
. Risk Assessment and Science Support Branch (RASSB) 

Antimicrobials Division (75 l OC) 

Siroos Mostaghimi, Acting Team Leader Team One.,__..&,t'-v.t.,J 
Risk Assessment and Science Support Branch (RAS B) 
Antimicrobials Division (751 OC) 

Norm Cook, Chief -~, U ) {_ l,l.,~ · 

Risk Assessment and ScTeiicesupport Branch (RASSB) 
Antimicrobials Division (751 OC) 

DP Barcode: D3 l 1802 
Decision#: 352289 

EPA Reg. No.: 71654-6 
MRID o.: 463493-01 

Case Type; Adverse Data 6(a)(2) 
PC Codes: 013905 & 063604 
Chemical Name : 

odium Chloride 
. Potassium peroxymonosulfate 

Data Submitter: DuPont Chemical 
CAS#: 7647-14-5 (Sodium Chloride) 
10058-23-8 (Potassium peroxymonosulfate) 
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INTRODUCTION: 

DuPont Chemical olutions Enterpri es, has submitted Adverse Data (Chronic Trout Study) in 
Accordance with FIFRA Section 6(a)(2) for Virkon® S (EPA Reg. No. 71654-6). 6(a)(2) 
Coordinator Sharon Carli le, reque t RASSB to screen and make a ~etermination whether the package 

. needs to be expedited quickly as a 6 aX2) submission. The submitted adverse data (Chronic Trout 
Study) has undergone review by Srinivas Gowda of Antimicrobials Division's Risk Assessment 
and cience Support Branch. 

RECOMME DATIO 

The submitted Adverse Data (Chronic Trout Study) under the MRID o. 463493-01 does not 
qualify as a 6(a)(2) submission. Risk Assessment and Science Support Branch recommends that 
the Chronic Trout Study for Virkon® S, EPA Reg. No. 71654-6 must be rerouted to RA SB for 
review under a miscellaneous ( 400) PRAT Code and revised due date. 

2 
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DP#; (311802) 

DATA PACKAGE BEAN SHEET 
Date: 14.Jan-2005 

Page 1 of 1 

* * * Registration Information * • * 

- ------
Company: ~654 ~.!:..Q_UPONT DE NEMOURS AND COMP_A_N_Y ______ . __ _ 

Risk Manager: RM 34 - Adam Heyward -_Q03) 308-6422 Room# C_M_-2._.:...308_ 8 _____ _ 

Aisk Manager R8Vlewer. Sharon Garlisle SCARLISL 

Senl Dale: 29-Dec-2004 Calculated Due Date: 08-Nov-2004 

Type or Aegistrat100: Product Registration - Section 3 

Action Desc: (405) ADVERSE DATA (6A2): ____ _ 

Ingredients: 013905, Sodium chloride(1 .5%) _________ _ 

Decision#: 352289 

Edited Due Date: 

e 063604, Polass:Jum peroxymonosulfate(20.4%) _________________ _ 

* • * Data Package Information * * • 

Expedite: 0 Yes e No Date Sen!: 29-Dec-2004 DueBacl<: 

DP Ingredient: 013905, SOdium chloride -- ---------
063604, Potassium pero~monosulfate 

DP Title: ------- - -------------
CSF Included: () Yes e No Label Included: C Yes e No Parent DP#: 

Team Name: RASSB1. 

Reva Name: Gowda, Sfinivas 

Dateln 

29-Dec-2004 

29-Dec-2004 

Date Out 

14...Jan-2005 

14.Jan-2005 

----------
Conlracl°' Name: ------· 

* * * Studies Sent for Review • * • 

No Studies 

Administrative Due Date: 23-Jan-2005 

Negotiated Due Date: 

Projected CompletiOf'I Date: 

* * * Additional Data Package for this Decision * * • 
No Additional Data Packages 

***Data Package Instructions*** 
RASSB: The attached data MAIO~ 46349301 is being submitted for a 6(a)(2) screening 
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483493-00 

- D111'ont"Chemka1 S01u ions Enterpr.s~ 
P.O. 8ox8C<l23 

DuPont Chemical olutions Enterpri e 

DELIVERED BY COURIER 

August 24, 2004 

Document Processing Desk - 6{a)(2) 
Office of Pesticide Programs(7504C) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1801 S. Bell St. 
Arlington. VA 22202-4501 

W1lm1ng on, DE 19880-0022 

SUBJECT: Information ubmitted In Accordance with FIFRA Section 6(a)(2) 
Report of a study ·with Virkon® S (EPA Reg# 62432-1) 

To Whom It May Concern: 

Antee International has recently completed a chronic trout study with Virkon® S (EPA Reg# 
62432-1). This research study was conducted to support non-US use patterns for this product; it was not 
conducted in accordance with OPPTS guidelines, nor was it conducted under GLP. 

This ecological study appears to be reportable in accordance wiili 40 CFR. 159.165 (b). In this 
study, newly batched trout were exposed to nominal concentrations of 0, 2 4, 6 or 8 ppm Virkon® S in a 
flow-through system for a period of 100 days. Transient effects were seen on growth during the first 
feeding stage at 4 ppm, and on mortality and growth at treatment levels of 6 and 8 ppm. There were no 
adverse effects noted at 2 ppm There were no significant histological differences between the 
?utperf orming fish at 4 ppm and controls, nor between any exposed fish and controls after first feeding 
stage was.completed. · 

Antee lntemational considers the entire contents of this letter to be subject to protection afforded under 
PIFRA Section lO(g). Disclosure of this infonnation may be made only in accordance with that Section. 

Please call me at 302/892-8268 if you have any questions. 

Sincerely, 
6C:.-: ~ ~ .(:.,,.. !',.).-..~~ 3. 1-<:. ~ u, 
Nancy B. Lomax 
Regulatory Manage-r & 
US agent, Antee In1?n1~i :>nal 

cc: Adam Heyward, PM# 34 
cc: Mark Squire, Chief Chemist, Antee International 

£, I. d PoM ae Nemour> ~nd Cotu~ any CH-I Re,· 12/5, 23



e 

• • 

DATA TRANSMITTAL DOCUME .T 

Information Submitted In Accordance with FIFRA Section 6(a)(2) - Repon of a study with 
Virkon® S (EPA Reg# 62432-1) 

Antee International Ltd. 
Sudbury Suffolk, COlO 2XD 
England 

Regulatorv Action in Support of Which this Package is Submitted: 

Information Submitted In Accordance with .FIFRA Section 6(a)(2) - Report of a study with 
Virkon® S (EPA Reg# 62432-l) 

Transmittal Date: August 24 2004 

List of Submitted Studies: 

Data 
Requirement . 

Doc Number Studv Title 

none · DCSE-2003-008 Chrome Toxicity of Continuous Exposure to 'Virkon S 
for Aquaculture· to Rainbow Trout ( Oncorhynchus 

mykiss) 

Submitted by: 

Regulatory Manager and Agent for Antee 
Intemati onaJ Ltd. 

Telephone: 302-892-8268 

Company Name: Antee International Ltd. 

Date 

MRID 

48348301 
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MEMORANDUM: 

SUBJECT: 

TO: 

FROM: 

THR 

-- -- -- -- ---

lJNITED STA TES ENVIRONMENT Al PROTECTIO AGENCY 
WASHINGTON, D.C. 20460 

January 11, 2005 

OFFJCEOF 
PREVENTION PESTJCIDES AND 

TOXlC SUBSTANCES 

Screen Adverse Data [FlFRA 6(a)(2)] submission for Virkon® S, EPA 
Reg. No. 71654-6 Containing Sodium chlorjde and Potassium 
peroxymonosulfate 

Adam HeY'vard, Product Manager, Team 34 
Regulatory Management Branch Il 
Antimicrobials Division (751 OC) 

Srinivas Gowda, Microbiologist/Chemist S, ?'J' , .. ; \I~ ~ I J ti ( c~ 

Risk A sessn1cn1 and Science Support Branch (RASSB) 

Antimicrobials Divisjon (7 51 OC) / / 

Siroos Mostaghimi: Acting Team Leader: Team On~ -/~ L__ 
Risk Assessment and Science Support Branch (RAS B) / 
Antimicrobials Division (751 OC) 

}:orrn Cook, Chief 1 \. I).~ -
Risk Assessment and ~upport Branch (RASSB) 
Antimicrobials Division (7 51 OC) 

DP Bare-ode: D31 l 802 
Decision #: 352289 

EPA Reg. No.: 71654-6 
MRJD No.: 463493-0l 

Case Type: Adverse Data 6(a)(2) 

PC Codes: 013905 & 063604 
Chemical Names: 

Sodiwn Chloride 
Potassjurn peroxymono ulfatf 

Data Submitter: DuPont Chemical 
CAS#: 7647-14-5 (Sodium Chloride) 
10058-23-8 (Potas$iurn pcroxymonosu}fate) 
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J TRODUCTJON: 

DuPont Chemical Solutions Enterprises. has suhmiued Ad-verse Data (Chronic Trout Study) in 
Accordance with FlFRA Section 6(a)(2) for Virl-.onOC S (EPA Reg. No. 71654-6). 6(~)(2) 
Coordinator, Sharon C.irfo:Je. 1cquec;ts RA SB to ~c.reen and mak a dt' termination whether the package 
n eds to b expedit .d quickly as a 6(a)(2) submi~~ioo. The submine,d advcn,e data (Chronjc Trout 

tudy) has undergone review by Srini\.'a. Gowda of Antimicrobials rnvision's Risk Assessment 
and Science Support Branch. 

RECOMJ\1ENDATJONS: 

The. ubmined Ad\.'eri.-e Data (Chronic T1om Study) under the MRID No. 463493-01 does not 
qualify as a 6(a)(2) submi5'. ion. rusk A~sec. ment and Scit'ncc Support Branch recommends that 
the Chronic T10ut tudy for Virkon® S, EPA Reg. No. 71654-6, must be rerouted to RASSB for 
review under a miscellaneous (400) PRA l Cod and revi~ed due date. 
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TASK ASSIGNMENT FORM 
Antimicrobial Division/Regulatory Management Branch II 

A 

PRODUCT REVIEWER: RMB II TEAM_H__ 

Descript ion of Action: 

Submission Nu. Fee for Service Action Code: 

Non-fQPA Action Code: Fee for Service Fee: S 

YEAR 

2004 

DATE 2004 

ER ASSIGNED DA E 2004 

DAT~ DUE TO PM 2004 

DATE DUE OUT OF AGENCY 2004 

Type of Data: Product Acute Efficacy Environmental · Ecological Chronic: Exposure 
Chemistry CJ To1icology Cl Cl Fate O Erfects Cl Toxicology D D 

COMMENTS: NOTE TO ARCTIC SLOPE · PLEASE COMPLETE PART B OF FORM. 

·1 
DP Barcode o(s): 

~[ For Arctic Slope Contract Only 

:ontractor: Arctic Slope JI Contract No. : 0332 I! ARCTIC SLOPE/MANAGER · 

)raft Task: Signature _______ _ Final Task: Signature _ _________ _ 

(Est. hrs) (Total hrs) J Reviewer's Comments: 

tespon e Code: 17 j Response D•te: f W tf 27
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UNITED STA TES ENVIRONMENT AL PROTECTION AGENCY 
WASHING TO , DC 20460 

August 11. 2004 

Jeff Jones, Agent for 
Antee International, Ltd. 
7910 Woodmont Ave., Suite 1000 
Bethesda, MD 20814 

Subject: Notification Application Per PR Notice 98-1 O 
Virkon S 
EPA Registration No.62432-1 
Application Dated July 9, 2004 

Dear Mr. Jones: 

OP'F TCE 01!' 
PREVF:NTION, PEST lC I DES 

AND TOXIC SURSTANCES 

This acknowledges receipt of your notification, submitted under the provision of PR Notice 
98-10, FIFRA section 3(c)9. 

Proposed Notification: 

Adding effluent discharge labeling statement 

General Comment: 

Based on a review of the material submitted, the following comments apply: 

The notification application is acceptable and a copy has been inserted in your file for 
future reference. 

Should you have any questions or comments concerning this letter, please contact me at 
(703) 308-6422, or Lisa McKelvin at (703) 308-7496. 

sqJ·~ch/w-' 
~ Heyward 

Product Manager (34) 
(1..-1 Regulatory Management Branch II 

Antimicrobials Division (7510C) 

28
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D 
DELTA 

ANALYTICAL 
CORroRATION 

July 9, 2004 NOTIFICATION 
Date Reviewed: ¾ xr O t.f 
Reviewed By: i t, «- '6 VI 

' 
Docwnent Processing Desk (NOTIF) 
Office of Pesticide Programs 

S EPA 
1801 Bell Street 
Arlington, VA 22202 

Re: Virkon S; EPA Reg. No. 62432-1 ; Notification of addition of effluent discharge labeling 
statement pursuant to PR Notict: 95-1 

Oear Sir or Madam : 

I am notifying the Agency of the addition of the required effluent discharge labeling statement 
pursuant to PR Notice 95-1 to the Virkon S label. Previously, Virk<>n S has not been distributed 
in large containers, but it will be in the future. Accordingly 1 am adding the required effluent 
discharge stakment. Attached please find the following documents supporting this notification: 

• Application for Pesticide Registration (EPA Form 8570-1) 
• Proposed labeling (5 copies) 
• Current stamped labd 

If you have questions regarding this ·ubmission, please contact me. 

Sincerely, 

T. Jeffrey Jones, Agent 
Antee International Ltd. 

Attachments 

7910 \Noodmont Avenue S11ite 1000 Bethesdct, Mrny ann 208 1 4 
(301) 652-~·>495 F/\X (301) 65?.-S408 

•••• • • • • 

• 
• • •••••• • 
••• • • • • •• 

• 
•••• • • •••• 
•••• • •••• 

•••••• • • • • • 
••••• • • • •• 
••••• • • ••••• 
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' Pia••• re.J ftvtru'"'"'M ~ - 11-,n• J,.f,.,.,. comnl.#1 .... fo- Form Aooroved 0MB No. L ·;· ---
.. . . ...... , •• 2-28-95 

United States w Registration 
OPP Identifier Numbof 

&EPA Environmental Protection Agency Amendment 2q5 7 b5 
Washington, DC 20480 Other 

Application for Pesticide - Section I 
1 . Componv/Product Number 2.. EPA Product Manager 3 . Ploposod Classification 

62432-1 Adam Heyward 
2:] None FIHtri~ted 

4 , Company/Product !Namel PMI 
Vlrkon S 34 

S, Nemc and Address of App4icant (lnclud• ZIP CDd•J 6. Expedited Reveiw. In accordance with AFRA Section 3(cl(3} 
Antee rntemaUonal Ltd. c/o Delta Analytical Corp. (b}(i), my product is similar o, identical in composition and tabeHng 
7910 Woodmont Ave., Suite 1000 to: 
Bethesda, MD 20814 EPA Reg. No. 

D Check if chis is II n•w sddrs.ss Product Name 

Section - II 

D Amendment · Explain below . LJ Ftnal printed labels in repsonse to 
Agency letter dated 

D Resubmission in response to Agency letter dat!lod D ·Mo Too• Application . NOTIFfCATION 

D 
DateAevi9wed: g,_1.,1,_,. V II Notlfioa,;on - "'"'";" bolow. Other · Expla.n below. REMeweclBy: / AiC..J<- /, ,,'""' 

nation : Use additional page(s) if necessary. (For section I and Section II.I 

Noliflcalion pursuant to PR Notice 95-1 adding effluent discharge labeling statement 

I certify that this notification is consistent wi th PR Notice 95-1 and EPA regulations at 40 CFR 52.46 and that no other changes have boon made to tho 
labeling of this product. I further understand lhat if this notification Is not consistenl with tho terms of PR Notice 95-1 and 40 CFR 152.46. then this product may 
be in viola on o FIFRA and I may be subject to enforcement action and penalties under sections 12 and 14 of FIFRA. 

Section - Ill 
1. M•tenal Thi• Product Wlll Be P11cka~d In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2 . TYP• of Con tain11r 

BY•• 8 Yos .B Yes gM•~I 
No No 

Plastic: 
No Glees -

• Certifica'tion mu,t If "Yes• No. par If •yea· No. per P~er 
Unit Packaging wgt. container Package wgt container Other (Specifyl lbnvttod I 

tion of Net Contents lnform•llon 4 . Siio(s) Retail Conteiner 5 . Location of Label Directions 

Label lJ Container l ..=J 
6. Manner in Which Label Is Affixed to Product LJ lithograph [J Oth&t 

Peper P.lued 
Stenoi eel 

Section - IV 
1. Contact Point (Comp/1Jts items directly b•low for id11ntific11tion of indlvidulll to b.;, contected. if nt1cf1ss,uy, to proCIJSS thi$ tlpplicstfun,J 

Name Title Telephone No. ttl'lef~d~Area Codtl 
Jeff Jones Agent, Antee International Ltd . 301 652 5495 • • 

Certification 6. Dato Application 

I certify that tho etatements I have made on this form and all anaehments thereto are true, eccurate a:nd complete . Recai-.,od •••••• 
l acknowledge that any knowlinglly false or misleading statement may be p1misMble by fine or imprisorvnent or !J~Pl"Ped~ • • • both under appltcable law. • •••••• 

•• • • • 2. Signature 

~(JD~ 
3 . Title • • • •• 

• •• ••••• Agent, An tee International Ltd . • • • ••••• 
•••• 

4. Typed Name • • 5. Date •••• 
Jeff Jones July 9, 2004 •••• • •••• 

EPA Form 8570•1 (Rev , 3-941 Previous editions are ob~ol,te. White · EPA F'lle C09y lori9fl•lt Yelow - Appkant Copy 
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MASTER LABEL 

Virkof¼ S 
BROAD SPECTRUM DISINFECTANT 

For Use in Cleaning and Disu1fecting Industrial, Animal and Agricultural Facilities 

Effective against. Viruses 
(including, CANINE PARVOVIRUS) • Bacteria • Fungi 

For Use in Emergency Disease ConlTOl 

Page 1 

For use in Cleaning and Disinfecting Institutional and Service Facilities including stores, 
factories, schools, hotels, offices, ships, planes, transportation terminals, supermarkets and food 
\Varehouses. 

For Use in Emergency Response and On-site Cleanup (emergency response calls, crime scenes, 
traffic ac.cidenrs, fires, flood, natural and other disasters) e.g. cars, trucks, ambu1ances, and 
similar emergency apparatus, tires, wheels 1loors, walls, ceilings, paved surfaces; and equipment 
such as SCBA, coats, boots, hats, masks, gloves, axes, Jaws of Life and similar emergency. 

For Use in G·reenhouses, Horticulture, and Aquaculture 

ACTIVE INGREDIENTS: 
Potassium peroxymonosulfatc .... . .. . ... .. . .. .. ... . ..... . . . 
Sodium Chloride . .......... . ... . .. . .. . .... . .. . . . ...... . ..... . . 
OTHER INGREDIENTS ......... ......................... . . 
TOTAL ... .... .. ......... . ... . . ... . .. .. ........ . . ............. . 

Equivalent to 9.75% Available Chlorine 

KEEP OUT OF REACH OF CHILDREN 

DANGER 

20.4% 
1.5% 
78.1% 
100.00% 

See [Back] [S ide] Pancl(sj [Inside Booklet] for Additional Precautions 
•••• • • •• 

f • ..... .. 
• ·-' . . 

•• 
• ... . ... 
• 
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front Panel Continued 

FIRST AID 

Have the product container or label with you when calling a poison control center or doctor, or going 
for treatment. 

lf Swallowed: 

• Call Poison Control Center or doctor irrunediatcly for treatment advice. 

• l Tave Person sip a glass of water if able to wallow. 

• Do not induce vomiting unless told to do so by the poison control center or doctor 

Do not give anything by mouth to an unco05Cious person 

If Jnhaled: 

• Move person to fresh air. 

• If person is not hreathing, call 911 or an ambulance, then give artificial respiration, preferably 
mouth-to-mouth, if possible . 

Call a Poison Control Center or doctor for further treatment advice. 

Ifin Eyes: 

• Hold eye open and rinse slowly and gently with water for I 5-20 minutes. 

• Remove contact lenses, if present after 5 minutes then continue rinsing eye. 

• Call a Poison Control Center or doctor for furtJ1er treatment advice. 

If oo Skin: 

• Take off contaminated clothing. 

• Rinse skin immediately with plenty of water for 15-20 minutes. 

• Cali a Poison Control Center or doctor for further treatment advice. 

INote to J>hysiciao: Probable mucosa! damage may contraindicate the use of gastric lavage. 

Emergency Contact Number: 011 44 1787 377305 

EPA Reg. No. 62432-1 

lbs. ) Net Weig.ht 

Antee 
Tntemationa1 

Lf' ADI-'.~ IN DIOSI:t:ultl 1-Y 

Manufactured By: 
ANTEC JNTER ATIO AL LTD. 

EPA Est. No. 62432-EN-OOI 

Windham Road Chilton Industrial Estates 

Sudbury Suffolk COl O 6XD, England 

Virkon~ Sis a registered trademark of and manufactured by Antee 1ntemationa1 Limited 
US Patent No. 4822512 
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Pagt: 3 

[Comment: The list of claims (sites) under "EFFEC11VE AGAINST" may be placed in any order 
as long as each subheading and its contents remains intact.] 

EFFECTIVE AGAINST THE FOLLOWING ANIMAL HEALTH PATHOGENS: 

ANIMAL AND ZOONOTIC PATIIOGE S 

BACTERIA 

Actinobacillus pleuropnewnonia 
Bacillus cercus 
Bordctella avium 
BordetelJa bronchiseptica 
Campylohactcr pyloridis 
Clostridium perfringens 
Dermatophilus congolensis 
Escherichia coli 
ErysipelothiiX rhusiopathiae 
Fistu1ott5 \vithers (Poll Evil) 
Haemophilus sornnus 
Klebsiella pneumoniae 
Moraxella bo\-is (Pink Eye) 
Mycobacterium bovis 
Mycoplasrna gallist:pticurn 
Mycoplru;ma mycoidcs 
Pasteurella multocida 
Pseudomonas aeruginosa 
Pseudomonas mallci (Glanders) 
Pseudomonas vulgaris 
Salmonella choleraesuis 
Salmonella typhimurium 
Staphylococcus aurt:us 
Staphylococcus epidermidis 
Streptococcus equi (Strangles) 
Streptococcus pyogenes 
Streptococcus suis 
Taylorclla equigcnitalis 
Treponema hyodysenkriae 

VJRUSES 

Adenovirus Pneumonia 
African Horse Sickness Virus 
African Swine Fever Virus 
Avian Influenza Virus 
Avian Laryngotracheitis Virns 
Bovine Adenovirus Type 4 
Bovine Polyorna Virus 
Bovine Pseudocowpox Virus 
Bovine Viral Diarrhea Virus 
Calf Rotavirus 
Canine Adenovirus 
Canine Coronavirus 
Canine Parainflucnza Virus 
Canine Parvovims 
Chicken Anemia Virus 
Coital Exantherma Virus 
Distemper Virus 
Duck Adenovirus 
Duck Enteritis Virus 
Egg Drop Syndrome Atlenovims 
Equine Infectious Anemia Virus (S,vamp 
Fever) 
Equine Arteritis Virus 
Equine Herpes Virus (Type 1) 
Herpes Virus Equine (Type 3) 
Hog Cholera Vims 
Equine Contagious Abortion Virus 
Equine Papillomatosis Vims 
Equine Influenza Vims (Type A) 
Equine Inlluenza Vims (The Cough) 
Feline Calicivirus 
Feline Herpes Virus 
Feline Infectious Peritonitis Virus 

l_ --~--
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Feline Panleukopenia Virus 
Feline Parvovirus 
Feline Rhinotracheitis Virus 
Foot and Mouth Disease Virus 
lnfoclious l3ronch.itis Virus 
Infectious Bursal Disease Vim<. 
Infectious Canine Hepatitis Virus 
Infectious Pancreatic Necrosis Virus 
Infectious Salmon Anaemia Virus 
Infective Bovine Rhinotracheitis Virus 
Leptospira Canicola Virus 
Maedi- Visna Virus 
Marek' s Disease Virus 
Newcastle Disease Virus 
PCV2 Virus (PMWS) 
Porcine Parvovirus 
Porcine Reproductive and Respiratory 
Syndrome Virus (PRRS) 
Pseudorabies Virus (Aujesky' s Disease) 
Rotaviral Diarrhea Virus 
Snakehead rhabdovirus 
SV40 Virus 
Swine Influenza Vim<. 
Transmissible Gastroenteritis Virus (rGE) 
Turkey Herpes Virus 
Turkey Rhinotracheitis Virus 
Vesicular Stomatitis Virus 

FUNGI 

Aspergillus fumigatus 
Candida alhicans 
Fusarium monill formc 
Microsporum canis 
Trichophyton spp. (Ringworm) 
Trichophyton spp. (Mud Fever 

PLANT PATHOGENS 

Altemaria solani 
Botrytis cinera 
Colletotrichum coccodes 
Didymella bryoniae 
Fusarium oxysporum 
Fusarium solani 
Penicillium oxalicum 
Phomopsis sclerotioides 
Pyrcnochaeta lycoopcrsici 
Pythium aphanidermatium 
Rhizoctonia solani 
Sclerotinia sckrotioru.lll 
Thielaviopsis basicola 
Verticilli um dahliae 

Pagc4 

EFFECTIVE AGAINST THE FOLLOWING HUMAN HEALTH PATHOGENS 
Human lmmuno-Deficicncy Virus (TIIV) Type l (on hard non-porous surfaces), Streptococcus 
pyogenes. Campylohacter pyloridis, klebsiella pneumoniae, Escherichia coli, Salmonella 
typhimurium, Salmonella choleraesuis, Pseudomonas aeruginosa, Staphylococcus aureLL5, 
Staphylococcus cpidermidis and Candida a1bicans. 
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PRECAUTIONARY ST A TE:MENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

DANGER. Powder is corrosive. Causes skin bums an<l irreversible eye damage. Harmful if 
swallowed, absorbed through skin, or inhaled. Do not get in eyes, on skin, or on clothing. \Vear 
protective clothing and rubber gloves. Avoid breathing dust. Wear goggles. face shield, or safety 
glasses. Wash thoroughly with soap and water after handling. Remove contaminated clothing 
anti wash before reuse. Corrosive statement refers to powder only not in use solution. 

f note to reviewer: Effluent discharge statement to be included for package sizes of greater th.an or 
equal to S .gaUons (liquid) or 50 pounds (solid, dzy weight), in ·accordance with PR notrc.e 95-1] 

ENVJRONMENTAL BAZAR:f)$ 

Do not discbar_ge eftlucnt containin_g this product into lakes. ~s. Ponds. estuaries., oceans or 
other waters unless in accordance with the requirements of a National Pollutant Discharn 
Elimination System (NPDES) permit and the permitting authority has been notified in wri~g 
prior to discharge. Do not dischar~e effluent containing this product to sewer systems withou\ 
previously notifying the local sewage treatment plant authority: ' "For guidance contact yoitr State 
Water Board oJRcgional Offitce of the-EPA. 

(Comment: The instructions under ·'DIRECTIONS FOR USE" may be placed in any order as long 
as they remain a continuous section on the label.] 

BROAD SPECTRUM DISINFECTANT 
Virkonqo S is effective against numerous microorganisms affecting animals: virus.es, gram positive 
and gram negative bacteria, fungi (molds and yeasts). and mycoplasma. Efficacy of the I% solution 
was determined in the presence of 400 ppm AOAC hard water and 5% organic material. Virko¾ S 
passes the AOAC germicidal an<l detergent sanitizer test at a concentration of 0.5% (I :200) in the 
presence of200 ppm hard water. Apply a 0.5% (1:200) solution for routine sanitation. 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in a manner inconsistent with its labeling 

GENERAL INSTRUCTIONS-POULTRY AND FARM PREMISES 

1. Remove all poultry or other animals and feeds from premises trucks or other vehicles, coops, 
crates or other enclosures. 

2. Remove all litter droppings and manure from floors, walls and surfaces of barns pen.c:;, st.alls, 
chutes and other facilities and fixtures occupied or traversed by poultry or other animals. 

3. Empty all troughs, racks, and other feeding and watering appliances. 

4. ·n1oroughly clean all surfaces with soap or detergent and rinse with water. 
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Pagc6 

5. Saturate surfaces with the recommended disenfecting solution for a period of 10 minutes. 

6. lmmerse all halters, ropes, and other types ()f equipment u.<,ed in handling and restraining 
animals, as well as forks, shovels, and scrapers ll'>e<l for removing litter and manure. 

7. Ventilate buildings, cars, boats, coops, and other closed spaces. Do not house poultry or 
livestock or employ equipment until treatment has been absorbed, set, or dried. 

8. Thoroughly scrub treated feed racks, mangers, troughs, automatic feeders, fountains, and 
waterers with soap or detergent, and rinse with potable water before reuse. 

This powder formula is easily diluted for use in manual or machine operations. 

Virlwn® S DILUTION CHART 
Fill container witlr desired amount of water and add Virkon ,g, S powder to acltieve 
recommended solution conce11tration. 

Quantity of 0.5% Solution 1% Solution 2% Solution 
Water 
1 Quart 0.15 ounces 0.3 ounces 0.7 our,ces 

1 Ga/Jon 0.65 ounces 1.3 ounc.•es 2.7 oum:es 

10 Gollo11s 6.7 ounce.f 13.4 ounces 26.7 ounces 

50 Gallons 33.4 ounces 66.8 <1unces 133.5 ounces 
Mea,furing cup provided. 

Solutions are stable for 7 days. Do not soak metal objects in Virkon® S for long periods - I 0 
minutes is maximum necessary contact time. One gallon of solution is sufficient to treat 135 sq. 
ft. 

POULTRY [PRODUC'I10N] LAND RATJTE PRODUCTION] 

[CONTROLS: Viruses of Newcastle Disease, Infectious Bronchitis, Infectious Bursal Disease, 
Avian Laryngotracheitis, Marek ' s Disease, Egg Drop Syndrome, Avian Influenza, Turkey Herpes 
Virus and Duck Viral Enteritis. Fungi (molds and yeasts - Aspcrgillus flavus, Aspergillus 
fumigatus and Candida albicans. Bacteria - Streptococcus pyogcncs, Campylobacter pyloridis, 
Klebsiella pneumoniae, Escherichia coli, Salmonella typhimurium SalmoncJla chloeraesuis, 
Pseudomonas aeruginosa, Staphylococcus aureus, Staphylococcus epidem1idis, Bordetella avium 
and Mycoplasma gallisepticum.) 

HA TCHERlES: Virko~ Sat 1 % solution can be used for cleaning and disinfecting hatchers, setters, 
evaporative coolers, humidifying systems, ceiling fans, chicken houses, transfer trucks, trays, and 
plastic chick boxes. 
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Virko~ S at 1-2% solution is recommended for u ·e in fogging (wet misting) operations as a 
supplemental measure, either before or after regular cleaning and disinfecting procedures. Fog (wet 
mist) until the area is moist using automatic loggers according to manufacturer ' s use directions. 

BROILER/BREEDER HOUSES: Follow General Instructions to remove poultry and preclcan area 
to be treated, Spray t1oors and walls with Virkon:ci 8 al I% solution. Thoroughly wash watcrers and 
feeders with a 1% solution ofVirko~ S. AfLer contact for 10 minutes, rinse with water. Do not 
house poultry or use equipment Wltil treatment has dried. 

FOR AIR SANITIZING: Use Virkoniii Sat 0.5-1 % solution, and fog until surfaces are moist Allow 
at least 2 hours before entering treated area. Rinse foggcrs and sprayers with water following use. 
PROCESSING PT ANTS: Spray Virkon® Sat 1 % solution to disinfect and clean walls, ceilings and 
Doors. 

SWINE PRODUCTION 

[CONTROLS: Viruses of Hog Cholera, Swine influenza, Porcine Parvovirus, Pscudorabies, Porcine 
Reproductive and Respiratory Syndrome (PRRS), Rotoviral Diarrhea, African Swine Fever and Foot 
and Mouth Disease. Bacteria of Pleuropneumonia, Treponcma hyodyscnteriae, and Clostridium 
pcrfringens. Fungi: Fusar-imn moniliforme.J 

Follo,v General Instructions to remove swine and preclean area to be tr~ed. Virkon~ S at 1 % 
solution is recommended for cleaning and disinfecting farrowing units nurseries, finisher houses, 
processing plants and agricultural production equipment such as trucks, waterproof footwear 
(such as rubber boots), and associated livestock equipment and instruments. 

Virkoll@ S at 0.5-1 % solution is recommended for use in fogging (wet misting) operations or as n 
supplemental measure either before or after regular cleaning and disinfecting procedures. Fog 
(wet mist) until the are.a is moist using automatic foggcrs according to manufacture's use 
directions. Rinse fogger.s and 5.-prayers with water following use. 

EQUINE PRODUCTION 

BROAD SPEC1RUM EQUINE DTSINFECT ANT/DETERGENT/WASH FOR CLEANING 
AND DISTNFECTING STABLES, EQUTPMENT. AND AERIAL DISINFECTION 

I CONTROLS: Viruses of African Horse Sickness, Equine Viral Arteritis (Pink Eye), Coita1 
Exantherma, Mydoenccphalopathy, Rhinopneumonitis, Equine Contagious Abortion, Equine 
Papillomatosis, Equine lnfectious anemia (Swamp fever). Adenovirus Pneumonia, Equine 
Influenza (The Cough) and Rhinitis. Bacterial: Clostridial Diarrhea, Fistulous Withers (Poll Evil), 
Taylorella cquigenitalis, Bordctella bronchiseptica, Streptococcus equi (Strangles) and 
Pseudomonas mallei (Glanders). Fungi: Dennatophytosis (Ringwonn), Dcrmatophylosis (Mud 
Fever), and Fusarium moniliforme.l 

APPi JCATIONS: For cleaning and disin lecting all surfaces, equipment, utensils and instrumcnl'> 
in V cterinary practices kennels, stables, catterics, etc. 
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USES: 

Stables, Horse Boxes, Rox Stalls, Tack ,Equipment, and Feed Rooms: Thoroughly clean and dry 
r dry clean] surfaces, then wash the area manually or with pressure washer with a 1 % Virkon, S 
solution. Rinse with clean water. 
Blankets, Saddle Pads and Rugs: Shampoo by hand or spray 1ightly with a hand-sprayer and 
leave to dry. Shake or vacuum to remove residue. 
Aerial praying to control airborne diseases: Use a hand or knapsack sprayer with fine setting, or 
an automatic spraying system. Spray a 1% Virkof¾ri S solution for 2-3 minutes twice daily, first 
thing in the morning and last thing at night. Rinse sprayers with water after use. 

BOVINE PRODUCTION 

I CONTROLS: Viruses of Calf rotavirus, Infectious Rovine Rhinotracheitis, Bovine Adenovini.s 
Type 4 and Pseudorabics and Foot and Mouth Disease; Bacteria of Maraxella bovis, 
Haemophilus somnus and Mycobacterium bovis; Fungi ofFusarium moniliforme.] 

Follow General Instructions to remove livestock and preclean area to be treated. A 1 % solution of 
V irkone S is recommended to clean and disinfect areas associated with bovine housing stabling, 
hospital quarantine pens, feedlot facilities, and agricultural production equipment such as trucks, 
watcr-proof footwcar (such as rubber boots), and associated livestock equipment and instruments. 

COMPANION ANIMALS 

LCONTROLS: Vimc.es Canine Parvovirus, Distemper, Leplospira canicola, Feline parvovirus, 
Feline herpes and Fc1ine calicivin1s. Bacteria of Staphylococcus aureus, Streptococcus pyogenes, 
Klebsiclla pneumoniac, and Pscudomonas aeruginosa; Fungi ofMicrosporum canis.] 

[APPLICATIONS] A 1% solution ofVirkon~ Sis recommended as a "one step" cleaning and 
disinfecting procedure for all surfaces, cquipmentt instruments, utem:iJs and cages [caging 
systemslwithin [associated with]Vetcrinary Medical Hospitals, infections disease wards} 
quarantine areas, Humane Society facilities, laboratory animal quarkrs, grooming and boarding 
facilities, kenne1s, catteries and animal transportation vehic1es. 

Do not immerse metal objects in Virko~ S for Jong periods - 10 minutes is maximum contact 
time. 

GREENHOUSES AND HORTICULTURE 

Virkon~ Sis intended to disinfect inanimate environmental surfaces, glasshouse structures, 
equipment, utensils, trays, containers, and vehicles in greenhouses and other horticultural 
settings prior to introduction or reintroduction of plants, seeds, or soil. It is not intended to 
directly affect agricultural production and must not be applied to plants, seeds, or soi1. lf 
necessary, remove or cover these items prior to use of the product. 
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Remove all crop debris, strings and other deposits from stmcmrcs, empty trays and pots. Power 
wash all the dust off the covering and superstructure and let dry. Using a sprayer or fogger 
saturate all surfaces withal% solution ofVirkon«i S. Let air dry. 

Virkon~ Smay also be use<l to disinfect irrigation tanks and lines. Run a 1 % solution through the 
system or soak equipment in a 1 % solution. Let stand for ten Illnutes and flush system \\'1th clean 
water after treatment. 

VirkOJ¼e S at 0.5-1 %% solution is recommended for use in fogging (wet misting) operations or as 
a supplemental meac;;urc either before or after regular cleaning and disinfecting procedures. Fog 
(wet mist) until the area is moist using automatic foggers according to manufacturc's use 
directions. Rinse foggers and sprayers ¥.~th water following use. 

AQUACULTURE 

Virkon® Sis intended to disinfect inanimate environmental surfaces associated with aquaculture 
including vehicles, nets, boots, waders, dive suits, hoses, brushes and other similar equipment. 
Virkon® Smay also be used in foot dips. Virko~ S must not be applied directly to ,..vater. 

Equipment used in separate sites, tanks, ponds in aquacultural settings should be disinfected 
before each new m,e by soaking for 20-30 minutes in a 1 % VirkoIJe S solution foJlmved by a 
water rinse. 

Virkofl@ Sat 0.5-1 % solution is recommended for use in fogging (wet misting) operations or as a 
supplemental measure either before or after regular cleaning and disinfecting procedures. Fog 
(wet mist) until the area is moist using automatic foggers according to manufacture's use 
directions. Rinse foggers and sprayers with water following use. 

EMERGENCY DISEASE CONTROL (ANlMAL HEALTH) 

CON1 ROLS: OIE List A Disease organisms including Foot and Mouth Disease Virus, African 
Horse Sickness Virus, Vesicular Stomatitis Virus, Classical Swine Fever Virus (Hog Cholera 
Virus), African Swine Fever Virus, Newcastle Disease Virus, and Highly Pathogenic Avian 
Influenza Vims. 

A 1% solution ofVirko11e Sis recommended to clean and disinfect agricultural facilities and 
equipment, military facilities and equipment; airporl facilities and equipment, port facilities and 
equipment, rail facilities and equipment, quarantine facilities and equipment, slaughter facilities 
and equipment, and other shipping facilities and equipment where animals or soils suspected of 
harboring foot and mouth disease virus might have been previously present. 

Within these facilities, treated objects include but are not limited to vehicles, fann equipment 
(including tractors, ploughing shares, cars and trucks, farm engines, harvesters, loaders, mowers, 
tilfors and slaughter machinery), military equipment (including tanks and troop carriers), and 
shipping equipment (pallets, bins, and containers). 
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Spray Virkon® S at 1 % solution to disinfect and clean walls, ceilings, floors, decks, container 
surfaces, vehicles, wheels, water proof footwear (such as rubber boots), livestock equipment, 
utensiJs and instruments. 

Do not immerse metal objects in Virkonlil S for long periods - 10 minutes is maximum contact 
time. 

INSTITIJTIONJ\L AJ\TD SERVICE FA CI LI TIES 
(HUMAN HEAL TH) 

CONTROLS: Human Immuno-Dcficiency Virus (HIV) Type 1 (on hard non-porous surfaces), 
Streptococcus pyogenes, Campylobacter pyloridis, Klebsiella pneumoniae, Escherichia coli, 
Salmonella typhimuriwn, Salmonella choleraesuis, Pseudomonas aeruginosa, Staphylococcus 
aureus, Staphylococcus cpi<lennidis, and Candida albicans. 

With Virkon® S, only one product is needed to clean and disinfect all surfaces except acid­
sensitive surfaces such as copper, brass, or aluminum. Do not use Virkon Son these acid­
sensitive surfaces. A void splashing Virkon,11 S solution on textiles or carpets. Virkon¥> S may be 
used on carpeting or other textiles only if area is tested for color fastness before use and treated 
area vacuumed when dry. 

Cleaning and Disinfecting Non-Food Contact Surfaces: Remove gross dirt and use 1.0% VirkonO£ S 
solution prepared according to the Dilution Chart below. Apply to surface using a mop, sponge, 
brushes or spray device until the surface is visibly clean. Air dry. In cases of fungal or viral 
contamination of non-food contact surfaces follow these instructions substituting a 2.0% Virko~ 
S solution. 

Sanitizing Toilet Bowls. After flushing, sprinkle 1 oz. Virkon., S powder around the bowl, scrub with 
a brush, and leave for 10 minutes. Flush. 

Cleaning and Disinfecting Manikins Used in CPR Training: Manikins should be cleaned as soon as 
possible at the end of each class to avoid drying of contaminants on surfaces. Disassemble the 
manikin as directed by the manufacturer's instructions. Thoroughly wash all internal and external 
surfaces and reusable protective face shields "'l.vith a brush using a 1 % Virko¾ S solution. Let stand 
for 10 minutes and rinse with potable water. 

Cleaning and Disinfecting Hard, Non-porous Surfaces Suspected of ffiV Type 1 Contamination: 
Cover heavy spillage of body fluids with Virko¾ S powder. Let stand for 10 minutes, and then scoop 
into plastic bag. Trt::at bag and its contents as infectious medical waste. Prepare 2% Virkon~ S 
solution according to tht:: Dilution Chart. Apply to surface to be treated using a mop, sponge, bmsh 
or spray device until the surface is visibly clean. Air dry. 

EMERGENCY RESPONSE AND ON-SITE CLEANUP 

Cover heavy spillage of body fluids with Viikont,(I S powder. Lt::t stand for l O minutes, and then scoop 
into plastic hag. Treat bag and its contents as infectious medical waste. 

g:\lahels\antec\Virkon S environmental hazard st.atement 8 Jul 04.\vpd 
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Prepare 2% Virko¾ S solution according to the Dilution Chart. Apply to surface Lo be treated using 
a mop, sponge, brush or spray device tmtil the surface is visibly clean. Air dry. 

STORAGE AND DISPOSAL 

STORAGE: Store in a cool, dry place in tightly closed container away from children. Always 
replace fid after use. · 

DISPOSAL: Wash empty container thoroughly and dispose in trash. Do not mix this product 
with other chemicals. 

g:\labels\ant:ec\Virkon S environmental h.a7..ard statement 8 Jul 04.wpd 
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------ - - --------~-----

PM WORK ASSIGNMENT SHEET 

DECrSION ___ _______ _ 

DESCRIPTION OF ACTrON: _______________ _ 

SUBMISSION BAR CODE: S r/ -1't0"j;i),t/: 
PRODUCT REVIEWER: . R ~<A, ~ 
FILE SYMBOLIREG NO.: u L- '-I= --; '7._. - I 

-zo ..... ·7 FQPA ACTION CODE: 2 NON-FQPA ACTION CODE: - -

AMOUNT OF TIME TO COMPLETE TASK (ASRC only) 

MONTH 

APPLICATION DATE 

EPA PIN DATE 

REVIEWER ASSIGNED DATE 

DATE DUE OUT OF AGENCY 

TYPE OF DATA 

Product Chemistry: D Product Toxicology: o 

RASSB: D HEO TOX D ENVIRONMENTAL FATED 

OtherD ____ _ _ _ _ ____ _ 

COMMENTS: 

HOURS 

DAY YEAR 

Efficacy:V 

FISH/W/cl;E D 

JACKET(S)/FILE SHOULD BE SUBMITTED WITH YOUR LETTERS FOR SIGNATURE 

RESPONSE CODE: / / 

" 
RESPONSE DATE: /CJ I 15" / 0 3 

MO Day Year 

42



DP#: ,{29!148) 

' DATA PACKAGE BEAN SHEET 
Date: 26-Apr-2005 

Page 1 of 2 

* * • Registration Information * * * 

Registration: 71654-6 • VIRKON S ___________ _ 

Company: 71654 - E.I. DUPONT DE NEMOURS AND COMPANY __ - - - - ~---- - ­

Risk Manager: RM 34 - Adam Heyward • (703) 308-6422 Room# CM-2 3088 

Risk Manager Reviewer: Sharon Carlisle SCARLI~-- __ _________ _ 

Decision #: 339702 

Sent Date: 31-Dec-2003 Calculated Due Date: 16-Jan-2004 Edited Due Date: 
r---

Type of Registration: Product Reglstration - Section ~ ) 

Aclf<>n Desc: (405) ADVERSE DATA (6A2); _ _ _ _ _ 

Ingredients: 013905, So<1iumch1oride(1 .. 5% ______ _ ___ _ _ ______ _ 

- 063604, Potassium peroxymonosulfate(20.4%) __________ _ _ ___ _ _ _ _ _ _ _ _ 

• * * Data Package Information * • * 

Expedite: C) Yes e No Date Sent: 26-Feb-2004 Due Back: 

DP Ingredient 013905, Sodium chloride 
- -- ------ -- -- -------

DPTltle: 

CSF Included: (J Yes e No Label Included: C· Yes e No Parent DP#: 

Assigned To 

Organization: AD/ RASSB ______ _ 

Team Name: RASSB2 ... -------
~ wer Name: ~lkassabany, Nader _ _ 

Contractor Name: 

Date In 

01-Mar-2004 

01-Mar-2004 

01-Mar-2004 

Date Out 

25-Mar-2004 

2~ar-2004 

25-M.ar-2004 

* * * Studies Sent for Review * * * 
No Studies 

Administrative Due Date: 22-Mar-2004 

Negotiated Due Date: 

Projected Completion Date: 

• * * Additional Data Package for this Decision * • * 
Printed on Page 2 

* * * Data Package Instructions * * * 
RAS SB: Please review the attached data MRID#s 461190-01 thru ·12 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

OFFICE OF 
PREVENTION PESTICIDES AND 

TOXIC SUBSTANCES 

MEMORANDUM 

Subject: 

From: 

To: 

Thru: 

Applicant: 

6 (a)(2) Screening for Sodium chloride (1.5%), Potassium peroxymonosulfate 
(20.4%) 

EPA Reg:62432-1 
Sodium chloride (1.5%), Potassium peroxymonosulfate (20.4%) 
DP Barcodes: D299148 
PC code: 013905 063604 

Nader Elkassabany, Team Leader '/(atfvt ~ ~ 3/31 /o 'f 
Risk Assessment and Science Support Branch (RASSB), Antimicrobials Division 

(AD)[751 OC] 

Adam Heyward, PM 34 
Sharon arlisle, PM Team Reviewer 
Regulatory Management Branch 
Antimicrobials Division [75 l OC] 

Norm Cook, Chief, RAS Bl AD [75 l OC] 

ANTEC INTERNATIONAL LTD 

AC IO REQ ~STED: Review the attached submission for 6 (a)(2) crcening, MRlD 
46119001,46119002,46]19003,46119004,46119005, 46119006,46119007, 46119008, 
46 I 19009, 461190010, 46119001 1, and 461190012. 

CONCLUSIONS; The submission of the studies above does not qualify as a 6(a)2 submission 
and an expedited review is not necessary. 

Internet Address (URL} • http://www.epa .gov 
R&eycloCIIReeyclable • Printed with Vegetable Oil Based Inks on 100".4 Pogteonsumer, Proceu Chlorine Free Recycled Paper 44
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UNITED ST ATES ENVIRONMENT AL PROTECTION AGENCY 

01\'!JTED STA TES E1 MRONMENT AL PROTECTIO AGENCY 
WASHINGTON, DC 20460 

October 15. 2003 

T. Jeffrey Jones, Agent for 
Antee International Ltd. 
c/o Delta Analytical Corporation 
7910 Woodmont Avenue, Suite 1000 
Bethesda, MD 20814 

Dear Mr. Jones: 

Subject: Virkon S 
EPA Registration No. 62432-1 
Application dated August 21 , 2003 

OFFICE O:f 
PREVENTION, PESTI CIDES 

AND TOXIC SUBSTA.~CES 

This letter is in response to your letter dated August 21, 2003 regarding the organism 
Rhabdovirus carpio (Spring viremia of carp virus) (SVCV). The Agency agrees that Rhabdovirus 
carpio, is not a public health threat. However, SVCV is on the OEI List 8 because of its socio­
economic importance. Before the Agency would consider this claim , you must provide efficacy 
data for SVCV because the Agency is requiring data for the organisims on OEl 's List. 

Should you have any questions concerning this letter, please contact me at 
(703) 308-6422 or Renae Whitaker at 703 308-7003. 

Sincerely, 

Adam Heyward 
· Product Manager (34) 

Regulatory Management Branch ll 
Antimicrobials Division (75iOC) 

C:OKCUllRINC:H 

SYM.80C.. ~ ................... ..................... ·················· ................. ····-···· .. ······· ....................................................... . 
SURHAME' 
D,.TE , •••••••••••••••••• ••••••••••••••••• •••• ••~••••••••••• ~••••••••••••••••• •••••••---•••••••• ••••• • •••••:••••• •••••-·•••••••- ~••••••••-••••••• 

EPA Form 13~1A (1/90) Prwul"' Rcc,cud Papu 
OFFICIAL FILE COPY 45
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UNITED TATES ENVIRONME TAL PROTECTION AGENCY 
WASHINGTON, DC 20460 

September 9, 2003 

OFFICE OF 
PREVENI'ION, E':ss'l'ICIDBS 
Al\"D TOXIC SUBST'A.KCES 

MEMORANDUM: 

Subject: 

From: 

Efficacy Review for EPA Reg. No.: 62432-1,"Virkon S" 
DP Barcode: 0293258 
Case No: 013905 

Emily Mitchell. M.S., Team Leader :!;~ t}td-..!i.d.,6 'l/1"1/~ 
Efficacy Evaluation T earn 1 

Product Science Branch 
Antimicrobials Division (7510C) 

To: Adam Heyward PM34/Renae Whitaker 
Regulatory Management Branch II 
Antimicrobials Division (751 OC) 

Applicant: Antee International LTD 
7910 Woodmont Ave., Suite 1000 
Bethesda, MD 20814 

Formulation From Label: 

Active lnqredient(s) % by wt. 
Potassium peroxymonosulfate............ ... ............... .... . 20.4% 
Sodium Chloride... .... .... ...... ....... ................................ 1.5% 
Inert lngredient(s) .... .......................................... .... 78.1 % 
Total .... ..... ..... .... .. .... .. ............................. ....... ........... 100.0°/o 
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PM: The Registrant is correct, SVCV is on the OEI List B because of its socio-economic 
importance. It Is not a public health threat. However, the registrant must provide 
efficacy data for SVCV because the Agency Is requiring data for the organisms on OE l's 
List for the reason mentioned above. 

Page 2 of 2 
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August 21, 2003 

Mr. Adam Heyward, PM #34 
Antimicrobials Branch 
US EPA 
\Vashington, DC 20460 

L 
DELTA 

ANALYTICAL 
CORPORATION 

Subject: Virkon S; EPA Reg. No. 62432-1 · Your Letter Dated August 12, 2003 

Dear Adam: 

•••• • • •••• 
•• • • • • •• • 

• 
•• • • • • • •• 
•••• • • • •• • 

• 
•••• • • •••• 
• • • • • •• •• 

Thank you for your letter of August 12, 2003 granting the "Oregon" amendment to the 
Virkon S label. I am writing in response to your denial of the Rhabdovin1s carpio 
(Spring vircmia of carp virus (SVCV)) claim based on the assertion that SVCV is a 
public health organism. In conversation with you and Renae \Vhittaker, 1 leamed that the 
Agency has concluded that SVCV is a public health organism by virtue of its entry on 
OIE List B. List B enumerates "[t)ransmissiblc diseases that are considered to be of 
socio-economic and/or [ emphasis added] public health importance." Based on the 
information T discuss belm.v SVCV is listed on OlE List B because of its socio-economic 
importance, not because it poses a public health threat. Accordingly, 1 am requesting that 
you reconsider your denial of this claim on an expedited basis. Not\vithstanding this 
request, Antee is prepared to submit SVCV efficacy data. 

Supporting the argument that SVCV is listed on List B because of its socio-economic 
importance, I note that it is entered in a list of"fish diseases." By contrast, List B also 
includes a sub-category for "multiple pecics diseases." SVCV is not included in this 
subcategory. 

On the 01£ website, Professor Barry Hill of The Centre for Environment, Fisheries, and 
Aquaculture Sciences (CEF AS) in the United Kingdom is listed as the "expert" on 
SVCV. 1 am attaching a recent conununication from Professor Hill stating that he is 
"aware of no scientific evidence, or even any suggestion, that SVC virus is a zoonotic 
agent." Professor H ill continues,' 1 can't understand why anyone should imagine it m ight 
be given its limited host range in fish and its ceiling temperature for growth being in the 
20sC which means it can't replicate at 3 7C." 

7910 Vv'oodrnont Avenue Srnte 1000 Bothesda, }.,1arf land 20814 
(30 l) 652-54% f AX (30 l) 652-5408 

•••••• • • • • • 
•••••• • • •• 
• •••• • • • •••• 
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Finally, 1 am also including an APHIS factshect on SVCV prepared by the Veterinary 
•••• 

Services unit. The factsheets st.ates "[tjhcre has never been a single report of humans • •••• • 
being infected with the SVC virus either from contact or from eating an infected fish.'' • •• • • • ••• 

• In view of this strong evidence that SVCV is not a public health organism, I ask that yQq, • 

approve the attached label including the appropriate claim immediately. Let me kno,v if ••.• 
you would still like to review efficacy data as a condition of granting that claim in the • • : •: 
4 • •• • 

mtenm. 

Thanks for your assistance. 

Sincerely, 

• 
•••• • • ••• 
• • . . .. 
•• •• 

• ~ 
• T. Jeffrey Jones, Agent 

Antee International Ltd. 
Enclosures 

e 

• 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 
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Pla4•t.-r,;..I • on --· b.ta,w co 
,.,,,,__ F,.,..., .l.nnroved. QMR No. ,n7,. ,.,..,. .. 

u 'exnirH '-28-95 .. . 
United Stotes § Registration OPP Identifier Number 

·&EPA Environmental Protection Agency Amendment ~ ~ \ 39 i Washington, OC 20460 Other . 
AppUcation for Pesticide - Section I 

1. Company/Product Number 2. E"PA Product Manager 3. Proposed Classification 

62432-1 Adam Heyward 
0None 0 Reatricted .___. ·-

4. Company/Product (N&me) PM# 
Virkon S 34 

5. Name and Address of Applicont (Jnc/ud~ ZIP Code) 6. Expedited Reveiw. In accordance with FtfRA Section 3Cc)(3) 
Antee International Ltd. c/o Delta Analytical Corp. (bl(i}, my product is similar or identical In composition and labeling 
7910 Woodmont Ave., Suite 1000 to: 
Bethesda, MD 20814 EPA Reg. No. 

0 Ch•cJc if this is e new address Product Name 

Section - II 

D Amendment • Explain below. LJ Final printed ll!lbels in rep,onse to 
Agen.cv letter dated 

[itRosubmission in response to Agency letter dated 12 Aug 03 D "Me Too· Application . 

D Notification · Expf&in below. D Other· Explain balow • 

• nation: Use additional psge(s) if necessary. (For section I and Section fl.I 

Notificatioo of additioo or pest, Rhabdovlrus ca rpio (spring viromia of carp (SVC)). This notification is consistent with the provlsiOfls of PR Notice 98-10 and 
EPA regLrlations at 40 CFR 152.46, and no other changes have been made to the labeling or the confidential statement of formula of this prodvct. I 
Lrnderstand that it is a vioation of 18 USC Sec, 1001 to willfully make any false statement to EPA. I further understand that if this notification is not consistent 
witt'I the te.rms of PR Notice 98-10 and 40 CFR 152.46, this product may be in violation of FJFRA an<i I may be subject to enforcement action and penalUes 
under sections 12 and 14 or FIFRA." 

Sectjon - Ill 
1. Me1erie,1 Thia Produc1 W~I Be Packa99d In: 

Child-Resistant Peckaging Unit P4!1ckaging Weter Soluble Packaging 2. Type of Container 8 Yes BYea B Yes QMotO 
No No 

Plastic 
No Glasa 

·~tianmu$t 
If ·ve11· No. per If "YH" No. p•r Paper 
Unit Packaging wgt. container Package wot container Other (Specify) 

b~ ubmitted 
j 

. at.ion of Net Contents Information 4 . Size(s} Retail Container 5. Locatlon of Label Directions 

Label [ J Contain-er a 
6, Manner in Which Label is Affixed to Product B Uthogreph D Oth•t 

Peper elued 
Stencied 

Section - IV 
1 . Contact Point /Compl•te items directly below for id•ntfficstion of indiv;dUJII to b• cont•ct11d, ff neCflSSMy, to proCIIS$ this llPPNC•tion.) 

•••• 
Title Name Telephone N& .• <J'lc!~e Area Code) 

Jeff Jones Agent, Antee International Ltd. 301 e52 54e~ • - -
Certificauon 6 . c1a1e l,pplrea1ion 

I cartlfy that the statements I have made on this form and all attachments thereto are true, accurate and complete. Rec3ived : • • : • : 
•• • • • I acknowledge that any knowlinglly- false or mlsleading stetement may b-e punishoble by line or imprisonrTMlnt or • ~pecD. •••• 

both under &pplfceble law. • • • • ••• •• 
2.Si,notu,o~~ 3 . Titte • • • •• • ••••• • • Agent, Antee International Ltd. • • •••• 

•••• • • 
4. Typed Name 5. Datit •••• 
Jeff Jones 21 August 2003 • • • • • •• • • 

EPA Form B570-1 (Rev. 3-94) Previous editions are obsolete. White • EPA F'ile Copy (origlnall Yelow-ApplqntCopy 
50
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Page I 

Master Label 

Virkon® S 
BROAD SPECTRUM D1Sll\1FECTANT 

For Use in Cleaning and Disinfecting Industrial, Animal and Agricultural Facilities (OPT.) 

Effective against Viruses 
(including CANINE P ARVOVJRUS) • Bacteria • Fungi 

For Use in Emergency Disease Control (OPT.) 

For use in Cleaning and Disinfecting fustitutional and Service Facilities including stores, 
fact01ies, schools, hotels, offices, ships, planes, transportation tenninals, supermarkets and food 
warehouses. (OPT.) 

For Use in Emergency Response and On-site Cleanup ( emergency response calls, crime scenes; 
traffic accidents, fires, flood, natural and other disasters) e.g. cars, trucks, ambulances, and 
similar emergency apparatus, tires, wheels, floors, walls, ceil ings, paved surfaces~ and equipment 
uch as SCBA, coats, boots, hats, masks, gloves, axes, Jaws of Life and similar emergency 

equipment.(OPT.) 

For Use in Greenhouses, Horticulture, and Aquaculture (OPT.) 

ACTIVE L.'-TGREDIENTS: 
Potassium peroxymonosulfate ............................. . 
Sodium Chloride ............................................ .. 
OTHER INGREDIENTS ........... ........................ . 
TOTAL ....................................................... . 

Equivalent to 9 .75% Available Chlorine 

20.4% 
1.5% 

78.1% 
100.00% 

KEEP OUT OF REACH OF CffiLDREN 

DANGER 
See [Back] (Side] Panel[s) [Inside Booklet] for Additional Precautions 

•••• • • •••• 
•• • • • • •• • 

• 
•• • • • • ••• 
•••• • • • •• • 

• 
•••• • • •••• 
• • • • • •• •• 

J:',cltents\anlcc\ Virkon S',proposcd labels\SVCV resubmission proposal 21 Aug 2003. wpd 

• ••••• • • • • • 
• ••••• • • •• 
• •••• • • • •••• 
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Page 2 

Front Panel Continued 

FIRST A.ID 

JlaYe the pro<luct container or label with you when calling a poison control center or doctor, or going 
for treatment. 

If Swallowed: 
• Call Poison Control Center or doctor immediately for treatment advice. 

• Have person sip a glass of water if able to swallow·. 

• Do not induce vomiting unless told to do so by the poison control center or doctor 

• Do not give anything by mou th to an unconscious pers011 

If Inhaled: 
Move person to fresh air. 

• If person is not breathing, call 911 or an ambulance, then give artificial respiration, preferably 
mouth-to-mouth, if possible. 

• Call a Poison Control Center or doctor for furthe r treatment advice, 

If in Eyes: 
• Hold eye open ,U1d rinse slowly and gently with watc.'T for 15-20 minutes. 

• Remove contact lens.es, if present after 5 minutes, then continue rinsing eye. 

• Call a Poison Control Center or doctor for further treatment advice. 

If on Skin: 
• Take off contaminated clothing. 

• Rinse skin immediately with plenty of water for 15-20 minutes. 

• Call a Poison Control Center or doctor for further treatment advice. 

Note to Physician: Probable mucosa! damage may contraindicate the use of gastric lavage. 

_ lbs. L) Net Weight 

EPA Reg. No. 62432-1 EPA Est. No. 62432-EN-OOI 
Antee 

International 
U:.\1 lCRS IN IHOScCwltJTY 

Manufactured By: 

.Ai'\fTEC INTERNATIONAL LTD. 
Windham Road, Ch1lton Industrial Estates 

Sudbury Suffolk COlO 2XD, England 

•••• • • • ••• 
••• • • • •• • 

• 
•• • • • • 

Virkon.ic S is a registered trademark of and manufactured by Antee International Limited · • • 
•••• 

U S Patent No. 4822512 • •• • : 
• 

•••• • • ••• 
• • • • • •• •• 

J:',clientsl.tntcc\Virlrnn S\ptoposed labcls\SVCV re ubmission proposal 21 Aug 2003.wpd 

• ••••• • • • • • 
•••••• • • •• 
••••• • • • •••• 
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Page 3 

[Comment: The list of claims (sites) under "EFFECTNE AGAINST" may he placed in any 
order as long as each subheading and its contents remains intact.] 

EFFECTIVE AGAINST THE FOLL0\1/L~G PATHOGENS: 

ANlMAL AND ZOONOTIC PATHOGENS 

BACTERIA 

Actinobacillus pleuropncumonia 
Bordete11a avium 
Bordetella bronchiseptica 
Campylobacter pyloridis 
Clostridium perfringens 
Dermatophilus congolensis 
Escherichia coli 
Fistulous withers (Poll Evil) 
Haemophilus somnus 
Klcbsiella pneumoniae 
Moraxella bovis (Pink Eye) 
Mycobacterium bovis 
Mycoplasma galliscpticum 
Mycoplasma mycoide 
Pasteurella multocida 
Pscudomonas aeruginosa 
Pseudomonas mallei (Glanders) 
Pseudomonas vulgaris 
Salmonella cholcracsuis 
Salmonella typhimurium 
Staphylococcus aureus 
Staphylococcus epidermidis 
Streptococcus equi ( trangles) 
Streptococcus pyogenes 
Streptococcus suis 
Taylorclla equigenitalis 
Treponema hyodysenteriac 

VIRUSES 

Adenovirus Pneumonia 
African Horse Sickness Virus 
African Swine Fever Virus 
Avian Influenza Virus 
Avian Laryngotrachcitis Virus 

Bovine Adenovirus Type 4 
Bovine Polyoma Virus 
Bovine Pseudocowpox Virus 
Bovine Viral Diarrhea Virus 
Calf Rotavims 
Canine Adenovims 
Canine Coronavirus 
Canine Parainfluenza Virus 
Canine Parvovirus 
Chicken Anemia Virus 
Coital Exanthenna Virus 
Distemper Virus 
Duck Adenovirus 
Duck Enteritis Virus 
Egg Drop S)'lldrome Adenovirus 
Equine Infectious Anemia Virus (S\vamp 
Fever) 
Equine Artcritis Virus 
Equine Herpes Virus (Type 1) 
Herpes Virus Equine (Type 3) 
Hog Cholera Virus 
Equine Contagious Abortion Virus 
Equine Papillomatosis Virus 
Equine Influenza Virus (Type A) 
Equine Influenz:a Virus (The Cough) 
Feline Calicivirus 

Fdinc Herpes Virus \ 
Feline .Infectious Peritonitis Virus 
Feline Panleukopenia Virus 
Feline Panrovirus 

L. eline Rhinotracheitis Virus 
Foot arn.l Mouth Disease Virus 
Infectious Bronchitis Virus 
Infectious Bursa! Disease Virus 
Infectious Canine Hepatitis Virus 
Infectious Pancreatic Necrosis Virus 
Infectious Salmon Anaemia Virus 
hlfective Bovine Rhinotracheitis Virus 

J:\clicnts\antec\Vi rkon S\proposed labels\SVCV resubmiss ion proposal 2 1 Aug 2003.wpd 53
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Leptospira Canicola Virus 
Maedi- Visna Viru 
Marek's Disease Virus 
Ne\vcastle Disease Virus 
P V2 Virus (PM WS) 
Porcine Parvovirus 
Porcine Reproductive and Respiratory 
Syndrome Virus (PRRS) 
Pseudorahies Virus (Aujesky' s Disease) 
Rhabdovirus carpio (Spring Viremia of Carp 

(SVC) virus) 
Rotaviral Diarrhea Virus 
Snakehcad rhabdovirus 
SV40 Virus 
Swine influenza Virus 
Transmissible Gastroenteritis Virus (TGE) 
Turkey Herpes Yirns 
Turkey Rhinotracheitis Virus 
Vesicular Stomatitis Virus 

FUNGI 

AspcrgilJus fumigatus 
Candida albicans 
Fusarium monilifonne 
Microsporum canis 
Trichophyton spp. (Ringwom,) 
Trichophyton spp. (Mud ·ever) 

PLANT PATHOGENS 

Altemaria solani 
Botrytis cinera 
Colletotrichum coccodcs 
Didymella bryoniae 
Fusarium oxysporum 
Fusarium soJani 
Penicillium oxalicum 
Phomop is sclerotioidcs 
Pyrenochaeta lycoopersici 
Pythium aphanidcrmatium 
Rhizoctonia solani 
Sclerotinia scJerotiorum 
Thielaviopsis basicola 
Vertieillium dahliae 

EF CTIVEAG TNSTTH OLLO\.\ JGHUMANIJEALTHPA HOGE S 

Page 4 

Human lmmuno-Deficiency Vim (HIV) Type I (on hard, non-porous surfaces), Streptococcus 
pyogenes, Campylobacter pyloridis, klebsiclla pneumoniae, Escherichia coli, Salmonella 
typhimurium Sahnonella cholerae uis, Pscudomonas acruginosa, taphylococcus aureus, 
Staphylococcw, epidcnnidis, and Candida alhicans. 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMAN AND DOlVIRSTIC ANIMALS 

D NGER Powder i. corrosive. Causes skin burns and irreversible eye damage. Harmful if 
swallowed, absorbed through skin or inhaled. Do not get in eyes, on skin, or on clothing. \Vear 
protective clothing and rubber gloves. Avoid breathing dust. Wear goggles, face shield, or safety 
glasses. Wash thoroughly with soap and \Valer after handling. Remove contaminated clothing 
and wash before reuse. Corrosive statement refers to powder only not in use solution. 

J:\chents\antcc\Virkon S\proposod labels\SVCV rcsubmis 10n proposal 21 Aug 2003 .wpd 54
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Page 5 

[Comment: The instrnctions under "DlR CTIO FOR USE" may be placed in any order as 
long as they remain a continuous section on the label.] 

BROAD SPECTRUM DISINFECT ANT 
Virkon® Sis effective against numerous microorganisms affecting animals: viruses, gran1 positive 
and gram negative bacteria, fungi (molds and yeasts), and mycoplasma. Efficacy of the 1 % solution 
was detennined in the presence of 400 ppm AOAC hard water and 5% organic material. Virkon11t S 
passes the AOA germicidal and detergent sanitizer test at a concentration of 0.5% (1:200) in the 
presence of 200 ppm hard water. Apply a 0.5% (l :200) solution for routine anitation. 

DIREC'flONS FOR USE 
It is a violation of Fe<leral law to use this product in a manner inconsistent with its labeling 

GENERAL INSTRUCTIONS-POULTRY AND FAAAI PREJ\lflSES 

e 1. Remove all poultry or other animals and feeds from premise , trucks or other vehicles, coops, 
crates or other enclosures. 

• 2. Remove all litter dropping and manure from floors, walls and surfaces ofbams pens, stalls, 
chutes and other facilities and fixtures occupied or traversed by poultry or other animals. 

e 

• 

3. Empty all troughs, racks, and other feeding and watering appliance . 

4. Thoroughly clean all surfaces with soap or detergent and rinse with water. 

5. Saturate surfaces with the recommended disinfecting solution for a period of IO minutes. 

6. Immerse all halters, ropes, and other types of equipment use.d in handling and restraining 
animals, as well as forks, shovels, and scrapers used for removmg litter and manure. 

7. Ventilate buildings, cars, boats, coops, and other closed spaces. Do not house poultry or 
livestock or employ equipment until treatment has been absorbed, set, or dried. 

8. Thoroughly scrub treated feed racks mangers, troughs, automatic feeders, fountains, and 
waterers with soap or detergent, and rinse with potable water before reuse. 

This pO\vder ic:mnula is easily diluted for use in manual or machine operations. 

Virkon® S DILUTION CHART 
Fill co11tai11er with desired amou1tt of water a11d add Virko11;2, S powder to achieve 
recommended solutio11 co11ce11tration. 

Quantity of 0.5% Sol11tio11 1% Solution 2% Solution 
Wt1ter 
1 QUtirt 0.15 ounces 0.3 01mce.~ 0.7 ounces 

1 Gallon 0.65 o,mces 1.3 01mce.v 2.7omu:es 
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JO Ga/lo11s 6.7 ounces 13.4 ounces 26. 7 ounces 

50 Gallons 33 . ./ ou11ces 66.8 ou11ces 133.5 mmce.\· 

Me.asurillg cup pro~ided. 

Solutions are stable for 7 days. Do not soak metal objects in Virkon.ic S for long periods - 10 
minutes is maximum necessary contact time. One gallon of solution is sufficient to treat 135 sq. 
ft. 

POULTRY [PRODUCTION] [Al\~ RATITE PRODUCTION] 

[CONTROLS: Viruses of Newcastle Disease, Infectious Bronchitis, Infectious Bursal Disease, 
Avian Laryngotrachcitis, Marek's Disease, Egg Drop Syndrome, Avian lnfluenza, Turkey Herpe 
Virus and Duck Viral Enteritis. Fungi (molds and yeasts) - Aspergillus flavus Aspergillus 
fomigatus and Candida albicans. Bacteria - Streptococcus pyogene • ampylobacter pyloridis, 
Klebsiclla pneumoniae, Escherichia coli, Salmonella typhimurium, Salmonella chloeraesuis. 
Pseudomonas aeruginosa, Staphylococcus aurcus, Staphylococcus epidermidis, Bordetella avium 
and Mycoplasma gallisepticum.] (OP .) 

HAT HERIES: Virko¾ at l % solution can be used for cleaning and disinfecting hatehers, setters 
evaporative coolers, humidifying systems, ceiling fans, chicken houses, transfer trucks, trays, and 
plastic chick boxes. 

VirkontH: S at 1-2% solution is recommended for use in fogging (wet misting) operations as a 
supplemental measure, either before or after regular cleaning and disinfecting pr cedures. og (wet 
mist) until the area is moist using automatic foggers according to manufacturer's use directions. 

BROil.,ER/BREEDERHOUSE : Follow General Instructions to remove poultry and preclean area 
to be treated. Spray floors and walls with Virkon:() Sat 1 % solution. Thoroughly wash waterers and 
feeders with a I% solution of Virko¾ S. After contact for tO minutes, rinse with water. Do not 
house poultry or use equipment until treatment has dried. 

FORA IR SANITIZL.'l"G: Use Virk.on00 at 0.5-1 % solution, and fog until surfaces are moist. Allow 
at least 2 hours before entering treated area. Rinse foggers and sprayers with water following use. 
PROC SSING PLANTS: Spray Virko0,it Sat t % solution to disinfect and clean walls, ceilings and 
floors. 

SWINE PRODUCTION 

[CONTROLS : Viruses ofHogCholcra., Swine influenza Porcine Parvovirus, Pseudorabies, Porcine 
Reproductive and Respiratory Syndrome (PRRS), Rotoviral Diarrhea, African Swine Fever and Foot 
and Mouth Disease. Bacteria of Plcuropneumonia, Treponema hyodysenteriae, and lostridium 
perfringens. Fungi: Fusarium moniliforme.] (OPT.) 

·ollow General Instructions to remove swine and preclcan area to be treated. Virkofl@ S at I% 
solution is recommended for deaning and disinfocting farrowing units, nurseries, finisher houses, 
processing plants, and agricultural production equipment such as trucks, \Vaterproof footwear 
(such as rubber boots), and associated livestock equipment and instrument<;. 
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Virkon,® S at 0.5-1 % solution is recommended for use in fogging (wet misting) operat1011s or as a 
supplemental measure either before or after regular cleaning and disinfecting procedures. Fog 
(wet mist) until the area is moist using automatic foggers according to manufacturer's use 
directions. Rinse foggers and sprayers with water following use. 

EQUINE PRODUCTTON 

BROAD SPECTRUM EQUINE DISINFECT ANT/DETERGENT/WASH FOR CLEANING 
AND DISINFE TING ST ABLES, EQUIPMENT, AND AERIAL DISINFECTION 

[CONTROLS: Viruses of African Horse Sickness, Equine Viral Arteritis (Pink Eye), Coital 
Exanthcrma, Mycloencephalopathy, Rhinopneumonitis, Equine Contagious Abortion, Equine 
Papi11omatosis, Equine Infectious anemia (Swamp Fever), Adenovirus Pneumonia, Equine 
Influenza (The Cough) and Rhinitis. Bacterial: Clostridial Diarrhea, Fistulous Withers (Poll 
Evil), Taylorella equigenitahs, Bordetella bronchiseptica, Streptococcus equi (Strangles) and 
Pseudomonas mallei (Glanders). Fungi: Dem1atophytosis (Ringwom1), Dermatophylosis (Mud 
Fever), and Fusarium moniliforme.] (OPT.) 

APPLTCATIONS: For cleaning and disinfecting all surfaces, equipment, utensils and instmmcnts 
in Veterinary practices, kc1111els, stables, catteries, etc. 

USES: 

Stables, Horse Boxes, Box Stalls, Tack, Equipment, and Feed Rooms: Thoroughly clean and dry 
[dry clean] surfaces, then wash the area manually or with pressure \.Vasher with a I% Virkon® S 
solution. Rinse with clean water. 
Blankets, Saddle Pads and Rugs: Shampoo by hand or spray lightly with a hand-sprayer and leave 
to dry. Shake or vacuum to remove residue . 

Aerial Spraying to control airborne diseases: Use a hand or knapsack sprayer with fine setting, or 
an automatic spraying system. Spray a 1 % Virkon® S solution for 2-3 minutes t\vice daily, first 
thing in the morning and last thing at night. Rinse sprayers with water after use . 

BOVINE PROD CTTON 

[CO TROLS: Vinises of Calfrotavirus, Infectious Bovine Rhinotracheitis, Bovine Adenovirus 
Type 4 and Pseudorabies and Foot and Mouth Disease; Bacteria of Maraxella bovis, 
Haemophilus somnus and Myeobacterium bovis~ Fungi ofFusarium monilifonnc.J (OPT.) 

Follow General Instruction to remove livestock and preclean area to be treated. A 1 % solution of 
Virkof¼ Sis recommended to clean and disinfect areas as oeiated with bovine housing stabling, 
hospital quarantine pens, feedlot facilit1es, and agricultural production equipment such as trucks, 
water-proof footwear (such as rubber boots), and associated livestock equipment and instruments. 

CO!vfP ANION A1'HM ALS 
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[CONTROLS: Viruses of Canine Parvovirns, Distemper, Leptospira canicola, Feline parvovirus, 
Feline herpes and Feline calicivirus. Bacteria of Staphylococcus aureus, Streptococcus pyogcnes, 
K.lebsiella pneumoniae, and P eudomonas aeruginosa~ Fungi of Microsporum canis.J (OPT.) 

(APPLICATIONS J A 1 % solution ofVirkOD.t S is recommended as a "one step" cleaning and 
disinfecting procedure for all surfaces, equipment, instruments, utensils and cages [ caging 
systems ]within [ associated \Vith JV cteri nary Medical Hospitals, i rifections disease \vards, 
quarantine areas, Humane Society facilities, laboratory animal quarters, grooming and boarding 
facilities, kennels, catteries and animal transportation vehicles. 

Do not immerse metal objects in Virkontli: S for long periods - 10 minutes is maximum contact 
time. 

GREE:NlIOUSES AND HORTICULTURE 

VirkoI¼i Sis h1tende<l to dfainfect inanimate environmental surfaces, glasshouse structures, 
equipment, utensils trays, containers, and vehicles in greenhouses and other horticultural 
settings prior to introduction or reintroduction of plants, seeds, or soil. It is not intended to 
directly affect agricultural production and must not be applied to plants, seeds, or soil. lf 
necessary, remove or cover these items prior to use of the product. 

Remove all crop debris, strings and other deposits from structures, empty trays and pots. Power 
wash all the dust off the covering and superstructure and let dry. Using a sprayer or fogger 
saturate all stir[aces with a l % solution of Virkon® S. Let air dry. 

Virkon00 S may also be used to disinfect irrigation tanks and lines. Run a 1 % solution through the 
system or soak equipment in a 1 % solution. Let stand for ten minutes and flush system with clean 
water after treatment. 

Virkoo..ii, Sat 0.5-1 %% solution is recommended for use in fogging (1,vet misting) operations or as 
a supplemental measure either before or after regular cleaning and disinfecting procedures. Fog 
(wet mist) until the area is moist using automatic foggers according to manufacturer's use 
directions. Rinse foggers and sprayers with \Vater follo,ving use. 

AQUACULTURE 

Virkoll,ic Sis intended to disinfect inanimate environmental surfaces associated with aquaculture 
including vehicles, nets, b<.JOts, waders, dive suits, hoses, brushes and other similar equipment. 
Virko11,ii;. S may also be used in foot dips. Virko¾ S must not be applied directly to water. 

Equipment used in separate sites, tanks, ponds in aquacultural settings should be disinfected 
before each new use by soaking for 20-30 minutes in a I% Virkon® S solution followed by a 
water rinse. 

Virko~ Sat 0.5-1 % solution is recommended for use in fogging (wet misting) operations or as a 
supplemental measure either before or after regular cleaning and disinfecting procedures. Fog 
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CO TROLS: OIB List A Disease organism including Foot and Mouse Disease Virus, African 
Horse Sickness Vims, Vesicular Stomatitis Virus, ClassicaJ Swine Fever Virus (Hog Cholera 
Virus), African Swine Fever Virus, Newcastle Disease Virus, and Highly Pathogenic Avian 
Influenza Virus. (OPT.) 

A 1 % solution of Virkon® S is recommended to clean and djsinfect agricultural facilities and 
equipment, milita1y facilities and tXJWpmcnt; airport facilities and equipment, port facilities and 
equipment, rail facilities and equipment, quarantine facilities and equipment, slaughter facilities 
and equipment, and other shipping facilities and equipment where animals or soils s1..1spectcd of 
harboring foot and mouth disease virus might have been previously present. 

Within these facilities, treated objects include but arc not limited to vehicles, farm equipment 
(including tractors, ploughing shares, cars and trucks, farm engines, harvesters, loaders, mowers, 
tillers and slaughter machinery), military equipment (including tanks and troop carriers), and 
shipping equipment (pallets, bins, and containers). 

Spray Virkon® Sat 1 % solution to disinfect and cle-an walls, ceilings, floors, decks, container 
surfaces, vehicles, \Yheels, water proof footwear (such as rubber boots), livestock equipment, 
utensils and instruments. 

Do not immerse metal objects in Virkon® S for long periods - 10 minutes is maximum contact 
time. 

' " 

USES IN FACILITIES USED FOR TEMPORARY CONFINEMENT OF ANIMALS 

A 1% solution ofVirkon Sis recommended to clean and disinfect inanimate surfaces associated 
with facilities used for the temporary confinement of animals. Sites may include. but are not 
limited to, barns, sheds, stables, pens, cages, and associated access alleys or walkways. Virkoh S 
may also be used to clean and disinfect equipment related to the maintenance of animals foun<:\ at 
fairs, exhibitions; animal auction yards, animal show/boarding faci'li~~t or other similar 
agricultural faci)..i,ti,es ,designed for the tempqrary housing of anitµ~1 
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o ensure that Virkon S does not come in direct contact with animals, feed, or water, remove 
animals from treatment site and either remove or cover feed and water apparatus. To ensure 
precise applicat'on on inanimate surfaces, Virkon Smay only be applied usin~ hand-held sprayers, 
sponges on other absorbent materials. Do not allow Virkon S to pool on surfaces that may be 
Vvitbin rc~h of animals. Do not allow Virkon S to come int.o d.i.re~ contact with peQple. Aflow 
Virkon S to completely dry prior to housing animals, using equipment., or allowing pel!>ple to 
contact treated sites. 

INSTlTUTIONAL ANDS RVICE FACILITIE 
(~'J HEALTH) 

CONTROLS: Human lmmuno-Deficiency Virus (HIV) Type 1 (on hard, non-porous surfaces), 
Streptococcus pyogenes, Campylobacter pyloridis, klebsiella pncumoniae, Escherichia coli, 
Salmonella typhimurium, Sahnonclta choleracsuis, Pseudomonas aeruginosa, Staphylococcus 
aureus, taphylococcus epidermidis, and Candida albicans. (OPT.) 

With Vjrkonx, S, only one product is needed to clean and disinfect all surfaces except acid-
ensitive surfaces such as copper, brass, or aluminum. Do not use Virkon Son these acid­

sensitive urfaces. Avoid splashing Virkon00 S solution on textiles or carpets. Virko¾, Smay be 
used on carpeting or other textiles only it area is tested for color fastness before use and tre.atcd 
area vacuumed when dry. 

Cleaning and Disinfecting Non-Food ontact Surfaces: Remove gro s dirt and use 1.0% Virkonll S 
solution prepared according to the Dilution Chart below. Apply to surface using a mop, sponge 
brushes or spray device until the surface is visibly clean. Air dry. In cases of fungal or viral 
contamination of non-food contact surfaces, follow these instructions substituting a 2.0% Virkon® 
S solution. 

Sanitizing Toi let Bmvls: After flushing, sprinkle I oz. Virkon~ S powder around the bmvl, scrub with 
a brush, and I.eave for 10 minutes. Flush. 

Cleaning and Disinfecting Manikins Used in CPR Training: Manikins should be cleaned as soon as 
possible at the end of each class to avoid drying of contaminants on surfaces. Disassemble the 
manikin as directed by the manufacturer1s instructions. Thoroughly wa h all internal and external 
surfaces and reusable protective face shields with a brush using a I% Virkon11 S solution. Let stand 
for 10 minutes and rinse with potable water. 

Cleaning and Disinfecting Hard, Non-porous Surfaces Suspected of HTV Type 1 Contamination: 
Cover heavy spillage of body fluids with VirkOI1@ S powder. Let stand for 10 minutes, and then scoop 
into plastic bag. Treat bag and its contents as infectious medical waste. Prepare 2% Virkon® S 
solution according to the Dilution Chart. Apply to surface to be treated using a mop, sponge, brnsh 
or spray device until the surface is visibly clean. Air dry. 

EMERGENCY RESPONSE AND ON-SITE CLEANUP 

Cover heavy spillage ofbody fluids with Virko11® S powder. Let stand for 10 minutes, and then scoop 
into plastic bag. Treat bag and its contents as infectious medical waste. 
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Prepare 2% Virkol1@ S solution according to the Dilution Chart. Apply to surface to be treated using 
a mop, sponge, bmsh or spray device until the surface is visibly clean. Air dry. 

STORAGE AND DISPOSAL 

STORAGE: Store in a cool, dry place in tightly closed container a-way from children. Ahvays 
replace lid after use. 

DISPOSAL: Wash empty container thoroughly and dispose in trash. Do not mi this product 
with other chemicals 
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TYPE OF DATA 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Washington, D. C. 20460 

August 5, 2003 

T. Jeffrey Jones, 
Delta Analytical Corp. 
An Agent for 
Antee International Ltd. 
7910 Woodmont Avenue, Suite 100 
Bethesda, MO 20814 

Dear Mr. Jones: 

Subject: VIRKON S 
EPA Registration Number 62432-1 
Application Date: May 2, 2003 
Revised Submission Date: July 30, 2003 

OFFIC E:: OF 
PREVENTION, PEST1CIDFS 

AND TOXIC SIJBSTANC~S 

The following amendment/labeling, submitted in connection with registration under 
the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended , is 
acceptable with the following comments: 

Proposed amendments: 

• add uses on label for temporary confinement of animals 
• additional organism claim ~Rhabdovirus carpio (spring viremia of carp)" 

General Comments: 

I. Acceptable label language: 

The revised labeling text under the subheading "Uses in facilities used for 
temporary confinement of animals" submitted in your letter of July 30, 2003 is 

acceptable. 
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II. Unacceptable claim: 

The amendment to add the Rhabdovirus carpio organism a/so known as spring 
viremia of carp to the subject product labeling is not acceptable for the following reason(s) : 

• Rhabdovirus carpio is considered a public health organism. Therefore, you 
must submit efficacy data to support additional claim for the Rhabdovirus 
carpio. 

Other comments: 

Refer to EPA letter dated July 22, 2033 for additional labeling revisions. 

Submit three (3) copies of your final printed labeling bearing the revisions as stated 
in section I above. A copy will be stamped and return for your record . 

Should you have any questions concerning this letter, please contact me at (703) 308-
6422 . 

Sincerely, 

Adam Heyward 
Product Manager (34) 
Regulatory Management Branch II 
Antimicrobials Division (7510C) 
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To: AdamHeyward 

From: Jeff Jones 

DELTA 
ANALYTICAL 

CORPORATION 

Facsimile Message 

T nllll N<t. nf l'llp Including C' .. ,wcr: -4 

July 30, 2003 

Su~ject: Revised Oregon amendment 

Following up on our tclc:phone conversation this morning, attached please find a copy of the 
revised ('Oregon amendment" language, If you discard everything after page 8 of the May 2 
subntis..c;ion and substitute the following three pages, you will have a complete label. No other 
changes have been made on these pnges aside from the Oregon language we discussed on our 
conference call. 

lf you need a complete label, I've emailed an electronic version this morning that was sent oveT 

after our June 1 0 conference call. 

Let me know if you have questions or need additional infonnation. Since this is a high priority 
for Oregon, I would like to send a messenger to collect the label when it is stamped. Thanks for 
your assistance . 

Best regards, 

7910 Woodmont Avwnue Suite 1000 
(301) 652-5495 FAX (301)652-5408 

Bethesda., Maryland 20814 
Email: jjones@delta-ac.com 

[lJOOl 
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( wet mist) until the area is moist using automatic foggers according to manufacturer· 6 use 
directions. Rinse foggers and sprayers with water following u."ic. 

EMERGENCY DISEASE CONTROL {ANIMAL HEALTH) 

Page9 

CONTROLS: OIE List A Disease organisms including Foot and Mouse Disease Virus, African 
Horse Sickness Virus. Vesicular Stomatitis Virus, Classical Swine Fever Viills (Hog Cholera 
Virus), African Swine Fever Virus, Newcastle Disease Virus. and Highly Pathogenic Avian 
Tnfluenia VituS. (OPT.) 

A 1 % soiutit'>n of VirkoJ¼i Sis recommendod to clean and disinfe:ct agricultural facilities and 
equipment, military facilities and equipment: airport facilities and equipment, port facilities and 
equipment, rail facilitie1> and equipment, quarantine faci lities and equipment, slaughter facilities 
and equipment, and other shipping facilities and equipment where animals or soils suspected of 
harboring foot and mouth disease virus might have been previously pres~nt. 

Within these facilities, treated objects include but are not limited to vehicles, farm equipment 
(including tractors, ploughing shares, cars and trucks, farm engines, harvesters, loaders. mowers, 
ti llers and slaughter machinery), military equipment (including tanks and troop carriers), and 
shipping equipment (paJlets. bins. and containers). 

Spray Virko~ S at 1 % solution to disinfect and clean walls, ccilings. floors, decks, container 
surfaces, vehicles, wheels. water proof footwear (such as rubber boots), livestock ~u..ipment, 
utensils and instruments. 

Do not immerse metal objects in Virkon. S for long periods - 10 minutes is maximum contact 
ti.me. 
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INSTITUTIONAL AND SERVICE FACILITIES 
(HUMAN HEALTH) 

CONTROLS: Human Immuno-Deficiency Virus (HIV) Type l (on bard, non-porous surfacest 
Streptococcus pyogenes, CampylobacterpyJoridis, klebsiella pncumoniac, Escherichia coli, 
Salmonella typhimurium, Sahnonella cholc::raesuis, Pseudomonas aemginosa, Staphylococcus 
aureus, Staphylococcus epidemridis, and Candida albicans. (OPT.) 

With Virkol¼, S, only one product is needed to clean and disinfect all surfaces except acid­
sen.sitivc surfaces such as copper, brassT or aluminum. Do not t1Se Virkon S on these acid· 
sensitive surfaces. Avoid splashing Virko~ S solution on textiles or carpets. Virko~ S may be 
used on cai:peting or other textiles only it area is 1estcd for color fastness before use and treated 
area vacuumed when dzy. 

Cleaning and Disinfecting Non-Food Contact Surfaces: Remove gross dirt and use 1.0% Virko~ S 
solution prepared according to the Dilution Chart below. Apply to surface using a mop, sponge. 
brushes or spray device until the surface is visibly clean. Air dry. In cases of fungal or viral 
contamination of non-food contact surfac~. follow these instructions substituting a 2.0% Virko~ 
S solution. 

Sanitizing Toilet Bowls: After flushing, sprinkle 1 oz. Virkon., S powder around the bowl. scrub with 
a brush~ and leave for 10 minutes_ Flush. 

Cleaning and Disinfecting Manikins Used in CPR Training: Manikins should be cleaned as soon as 
possible at the end of each class to avoid drying of contaminants on aurfaces. Disassemble the 
manikin as directed by the manufacturer's instructions. Thoroughly wash all intern.al and external 
su.rfaces and reusable protective face shields with a brush using a l % Virko~ S solution. Let stand 
for l O minutes and rinse \vith potable water. 

Cleaning and Disinfectjng Hard, Non-porous Surfaces Suspected of HIV Type I Contamination: 
Cover heavy spillage ofbody fluids with Virkone S powder. Let stand for 10 minut~ and then scoop 
into plastic bag. Treat bag and its contents as infectious medical waste. Prepare 2% Virko~ S 
solution according to the Dilution Chart. Apply to surf.ace to be, treated using a mop> sponge, brush 
or spray device W\til the surface is visibly clean. Air dry. 

EMERGENCY RESPONSE AND ON-SITE CLEANUP 

Cover heavy spillage ofhody fluids with Virkon$ S powder. Let stand for 1 0 roinutes, and then scoop 
into plastic bag. Treat bag and ir.s contents as infectious medical waste:. 
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Prepare 2% Virko0oo S solution according to the Dilution Chart. Applyto surface to be treated using 
a tnop, sponge, brush or spray device until the surface is visibly clean. Air dry. 

STORAGE AND DISPOSAL 
STORAGE: Store in a cool, dry place in tightly closed container away from children. Always 
replac.t:l lid after use. 
DISPOSAL: Wash empty container thoroughly and dispose in trash. Do not mix this product 
with otht:r chemicals 
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*************************** 
*** ERROR TX REPORT *** 
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TX FUNCTION WAS NOT COMPLETED 

TX/RX ND 
CONNUCTlON TEL 
SliBADDRESS 
co~~lWTl ON ID 
ST. TIME 
USAGE T 
PGS. 
RESULT 

0155 
150228 7 2233 

07/30 09:56 
oo·oo 

0 

0 #018 

United States Enitironmentat Protection Agency 
WaEhinst,;,n= D.C. 20460 

Office of Prevention, Pesticides and·ToJ(ic Substances . 
Office of Pes~cide Programs 

Antimicrobial Division 

'PAX NUMBER (703},, 

· FACSIMILE REQUEST/COVER SHEET 
• "1Pleas· iype-·or·p~t-clearty·tn·-black·ink only) 

• SEN.O FAX TO: . 
Name: st\ e .s ) f;sAE"EDS p:ri}·~,a ro 
Office: ____________________________ _ 

FAA Phone No. ___ -·SQL ___ -_2, __ .eo ___ ;t_-_z._-z.__3 __ 3 ____________ _ 

.Office Phone No: ________________________ _ 

FROM: 
Name: ---:D~\__.,-·k-.ib:s ......... &-' _g ___ rpa~~~S?::R-.1r-----------
Division/Branch: ._. __ ,_O.c..· _(>('_ . .,..4_A:P1.-a111· -----------------­

Office Phone No. __ 'Jo~3~--'3i,..c.QX;~----O\ ...... ":t.-S:._ __ -=--------
Offlce Room No - ----------------------
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05 / 30 / 2003 FRI 13:15 FAX 301 652 5408 DELTA ANALYTICAL CORP 

-• 

-• 

To: Admn HeywaTd 
Connie Welch 

J),o,n: Jeff Jones 

D 
DELTA 

ANALYTICAL 
CORPO~TION 

Facsimile MCMage 

.May 30, 2003 

Subject: Virkon S; EPA Reg. No . 62432-1; OPP ID# 250999; P.:nding amendmtmt 

Following up on a conversa.tion with Adam, I would like lO schedula a confi:,rence CJlll next week to 
disctLcis two pending changes to the Virkon S label, one requested by APfllS (additional organism claim) 
anc.l ont.i by t.h~ Oregon Department of Agriculture {expanded use panern). The additional organism 
claim is an rutlmal health claim against Spring Vitemia of Carp which could hevo been submitted as a 
notification. The purpose of th,e oall would be to discuss the text of the proposed amendment. your 
thoughts on its ·•approvahility.'' any adjustments you would recommend, Blld the timing of your review. 

The i;;xpa.nded u5e pattern involvcS application of Virkon S in tbe presence of animals. Several years ago 
the Agency asked Antee to add a general prohibition against applying VirkOIJ Sin the presence of 
animal preswnab1y to ensure that no animal exposure nusing tolerance issues could occur_ For thr:i same 
reason. direct application to animals has never been approved. 

Rci:ently, offii;;ials of the Oregon Department of Agriculture cont.acted me to discuss whethc:r the current 
Virkon S Jabel would permit application in the presence of animals. We 11greed it wou.ld not. The Oregon 
fair season begins in July and state veter.ina.ry officials f~aring increased risks of spread of E. coli and 
animal diseases like Newcastle Diseas~ have recommended consideration ofVirlcon Sas a preventive 
tnea.sure. Responding to Oregon' .s inquuy l agreed to draft and submit an a.mcnd!D,cnt addressing 
Oregon's needs. The ameodmnit WM s11bmitt1:d on May 2, 2003. Subsequently the Orngon folk! sent me 
thi:,if suggeSted amendment language which is attached. t prefet their language because it is mor£ 
specific and I suspwt you will too. 

Could we schedule a conference .:;;all to discuss these issues naxt wec:k on either June 2 ..... 4"' or 5~ 1 cao 
reschedule any existing commitments on those:: days to accomodate the time tha.t works best for you. 

Best regards, 

7910 Woodxncnt Avenue Suite 1000 
(301) 662-5495 FAX (301)652-5408 

Betheeda1 Mary~d 20814 
Email: iiones@delta-ac.com 

Ia! 0 Ol 
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• • 

-• 

Attachment I 

Comparison of .Propoul to Permit Use ofVirkon Sin Pi'e,ence of Animals 

May 2 Proposal 

Fain, Exhibitions, and Expo,itions 

A 1 % solution of Virko~ S is recommended to clean and disinfect inanimate 
environmental surfaces su.ch as pens, cages, stalls. stables, and walkways at fairs. 
exh.ibitionst and expositions. Application ofVirkon Smay occur in the presence 
of animals at these sites only, and only if~ is taken to avoid intentional contact 
with the arum.als present. Particular care must he observt:d with spray application 
in the presence of animals. Direct spraying of animals i prohibited . 

Oreeon Proposal 

Use.t in Facilities Used for the Temporary Confinement of Animab 

A 1 % solution of Virkon S is recommended to clean and disinfect inanimate 
surfaces associated with :facilities used for the temporary confinement of animals. 
Sites may include but are not limited to, barns, sheds, stables, pens, cages. and 
associated access alleys or walkways. Virkon S may also be used to clean and 
disinfeci: equipment related to the maintenance of animals found at fairs. 
exhibitions. animal auction yards, animal show/boarding facllitic:s, or other similar 
agricultural facilities ,;k,signcd for the temporary housing of animals. 

Application of Virkon S may oc.cur in the presence of animals at the above listed 
sites, however Virkon S may run come in direct contact w:ith animals. feed, or 
water. Do not allow Virkon S to pool on surfaces that may be within reach of 
animals. Do not allow Yukon S to come into direct contact with people. Allow 
Vifk:on S to complet.ely dry prior to housing animals. using equipment. or 
aJJowing people to contact treated sites. 

Handheld applications arc recommended to allow preci~ placement on treatment 
site. Fogging application of Virkon S may only be conducted when no animals or 
people are occupying the iacility. 

llJ 002 
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May 2, 2003 

Mr. Adam Heyward, PM #34 
Antimicrobials Branch 
US EPA 
\Vashlngton, DC 20460 

L 
DELTA 

ANALYTICAL 
CORroRATION 

Re: Amendment Adding Pest and Use Pattern 
Virkon S, EPA Reg. No. 62432-1 
Antee International Ltd . 

• Dear Adam: 

• • 

Enclosed please ftnd the following documents proposing an amendment to add a pest and use 
pattern to the Virkon S label: 

• Application for Pesticide Registration (EPA Form 8570-1) 
• Proposed Product Label (5 copies \vtth proposed changes highlighted) 
• Cunent Stamped Label 

he new pest is..Rhabdovirus ca,piol'amiliarly known as spring viremia of carp. Addition of thls 
pest to the label was requested by APHIS officials. You may wish to speak with Sumantha Bate~ 
or Dr. Nathan Birnbaum of APH1S if you have questions . 

The label also proposes a use pattern, Fairs. Expositions and Exhibitions which is a variant on 
the existing animal health uses. Antee was recently contacted by the Oregon Department of 
Agriculture asking whether the current stamped label would permit use of Virkon S for 
disinfection of inanimate environmental smfaces at county fairs \.vhile animals \vere present. The 
approved label does not pennit such uses. 

Ilec-ause of elevated concems about transmission of diseases like Newcastle Disease V~ljS,&t 
these events, Oregon was looking for a disinfectant alternatives that could be applied se~Ul.ft 
times a day as a preventive measure. Often there are not alternative animal pens and stft.ples io 
which to move animals while an area is being disinfected. The purpose oftu.pwposed • 
instructions is to severely limit, if not eliminate, di.reL:t animal exposure whoo \1i.tlon S.~ • •. 
applied. Because the opportunity for such exposures \.Vould only be short-tettd hli] occasio~~I, . . . ... ,.., 
the added risk \Vould be minimal and greatly exceeded by the benefits in dis,~s,J>reverltiw'l. : 

• • ... ·•. 

7910 Vlcod:11ont Avenue Suite WOO Bethesda, Marylc:md 20811 
{301) 6~2-b4% FAX ('.301} 652 5408 

• 
• ••• • • •••• . . 

• • • •••• 
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,. 

• • 

• • 

Since submission of these amendments was triggered by concerns raised by APH1S and the 
Oregon Department of Agriculture respe.ctively, I ask that you give them expedited consideration. 

Let me know if you have questions or need additional information. I can be contacted at 
jjones@dclta-ac.com or (301) 652-5495. Thanks for your assistance. 

incerely, 

T. Jeffrey Jones, Agent 
Antee International Ltd. 
Enclosures 

•••••• • • • • • 
••••• • • • •• 
•• ••• • • ••••• 

• ••• • • • ••• 
• ••• • • • • • • 

• 
• ••• • • •••• 
•••• • • • • • • 

• 
•••• • • •••• 
• • • • • •• •• 
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[ere«//,,. ---e IH,b.- comnJeti- form Fnrm .a. .. nroved. 0MB No. ,a70..nnN A · • ....i,- ,.,a.95 

United States § Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 250999 
Washing'fon, DC 20460 Other 

Application for Pesticide - Section I 
T. Company/Product Numbor 2. EPA Product Marnigor 3. Proposed Classification 

62432-1 Adam Heyward 
2)None D Restricted 

4. Company/Product (Name) PMI 
Virkon S 34 

5. Name and Address of Applicant flnclud(J ZIP Code} 6. Expedited Reveiw. In accordance with FIFAA Section 3(cH31 
Antee International Ltd. c/o Delta Analytical Corp. (bllil. my product is similar or Identical in composrtion and labeling 
7910 Woodmont Ave., Suite 1000 to: 
Bethesda, MD 20814 EPA Reg. No. 

D Ch•ck If thi$ is a n(JW sddr•ss Product Name 

Section - II 

0 Amendment - Explain beJow. LJ Final priotod labels in l'"ep11onse to 
Agency l11tt111" dated f,:o,ubmi,.on in '"POMO to Aoonoy lott0< dotod D • Me Too• Appli,cetion. 

otlficatioo - Explain below. D Other - Explain below. 

r.ation: Use additional pi,ge(s) if necessary. ffor ,ection lend Section II .) 

Amendment adding pest, Rhabdovirus carpio (spring viremia of carp (SVC) virus), and variation oo existing animal healtti uses 10 permit use at fairs, 
exhibitions, expositions and similar events in the presence of animals. 

Section - Ill 
1 . Material Thia Product W~I Be Packaged In : 

Chird-Reslstant Packa,glng Unit Packaging Water Soluble Packag,ing 2. Tyµe of Contal n11r 

BYes BYes EJ Yes g~·· No No 
PIHtiC 

No Glass 

·~tionmust 
If ·Yes· No. par If "Yes· No. per Peper 
Unit Packaging wgt. contai11sr Package wgt container Other (Specify) 

b ittfld 
I 

3.tion of Net Contents Information 4 . Size(a) Retail Conlaim,r 15,gtion of uib11I Directions 

label lJ Container 

6. Manner in Which Label Is Affixed to Product 8Uthogreph (.] Othtr 
Paper ~ued 
Stenc,ed 

Section - IV 
1 . Contact Point /Comp/ate itams directly b•low for idllfltific11tion of individual to be cont11ct11d, ff n1CBsssry, to proce$$ this appJlt:9ti,$f'IJJ 

•••• NBrne irtle Telephone No. (Include Area Code) 
Jeff Jones Agent, Antee International Ltd . 301 652 54~ti: ·: 

Certification •••••• 8. Date• Appliclltion • • • 
I certify that the statements r have made on this form end an attachments thereto era true, accurate and complete.• ~lc!ill~eid 
I acknowledge that any knowlinglly false or misleading statement may be punisheblo by fine or /mpri.ormerft 1>! • •: •••• 

.C$t4rnpedJ 
both under applfcable low. •• • • • •• • 

,. """""~ ~~ 
.. . -- .... • 3. Title • ••••• • 

Agent, Antee International Ltd. • ••• • • •••• ...._. 
• • 4, Typed Name 5. Oate • • • 

Jeff Jones 2 May 2003 •• • • 

EPA FOffll 8570-i (Rev. J-941 Previous editions are obso4ete. White - EPA File Cot)y (orlglnalt Yalow· Appicant Copy 
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Page 1 

Master Label 

Virkoll@ S 
BROAD SPECTRUM DISINFECTANT 

For Use in Cleaning and Disinfecting Industrial, Animal and Agricultural Facilities (OPT.) 

Effective against Viruses 
(including CANINE PARVOVIRUS) • Bacteria • Fungi 

For Use in Emergency Disease Control (OPT.) 

for use in Cleaning and Disinfecting Institutional and Service Facilities including stores, 
factories, schools, hotels, office , ships, planes, transportation terminals supermarkets and food 
warehouses. (OPT.) 

or se in Emergency Response and n-s-ite Cleanup (emergency response calls, crime scenes, 
traffic accidents, fires, flood, natural and other disasters) e.g. cars, trucks, ambulances, and 
similar emergency apparatus, tires, wheels, floors, walls, ceilings, paved surfaces; and equipment 
such as SCBA, coats, boots, hats: masks, gloves, axes Jaws of Life and similar emergency 
equiprnent.(OPT.) 

For Use in Greenhouses. Horticulture, and Aquaculture (OPT.) 

ACTIVE INGREDIENTS: 
Potassiwn peroxymonosulfate... .. . . .. .. .. . . .. .... .. . .. .. .. 20.4% 
Sodium Chloride.. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 1.5% 
OTHER INGREDIENTS.............. ...................... 78. I% 
TOTAL......... .... . ......... ............... ........ .. ........ 100.00% 

Equivalent to 9.75% Available Ch1orin~ 

KEEP OUT OF REACH OF CHILDREN 

DANGER 

Sec [Back] rside] Panel[s] [Inside Bo klet] for Additional Precautions 

..... 
• • •••• 
• ••• 

~ .. .. 
• 

•••• . "' .... ' 
• 

• 
•••• • • ••• 
• • • • • •• •• 

J;\clients\antcc\Virkon S\prop,osed l11bels\SVC.fair 2 May 2003.wpd 
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Page 2 

Front Pane) Continued 

FIRST AID 

Have the product container or label with you when calling a poison control center or doctor, or going 
for treatment. 

If Swallol\·ed: 
• Call Poison Control Center or doctor immediately for treatment advice. 

• Have person sip a glass of water if able to swallo\v. 

• Do not induce vomjt ing unless told to do so by the poison control center or doctor 

• Do not give an)'thing by mouth Lo an unconscious person 

If Inhaled: 
• Move person to fre. h air. 

• If person is not breathing, call 911 or an ambulance, then g.ive artificial respiration, preferably 
mouth-to-mouth, if possible, 

• Cal l a Poison Control Center or doctor for further treatment advice, 

If in Eyes: 
• Hold eye open and rinse slowly and gently with waler for 15-20 minutes. 

• Remove contact lenses, if present after 5 minutes, then conti nue riosing eye. 

• Call a Poison Control Center or doctor for further treatment advice. 

If on Skin: 
• Take off contaminated clothing. 

• Rinse skin immediately with plenty of water for 15-20 minutes, 

• Call a Poison Control Center or doctor for further treatment advice. 

Note to Physician: Probable mucosa! damage may contraindicate tht: use of gastrit: lavage . 

_ lbs. L) Net Weight 

EPA Reg. No. 62432-1 EPA Est. No. 62432-EN-001 
Antee 

International 
1.J'ADEllS 0: BIIJ~CUIUT\' 

Manufactured By: 
ANTEC INTERNATIONAL LTD. 

Windham Road, Chilton Industrial Estates 

Sudbury Suffolk CO IO 2XD. England •••••• • • • • • 
•••••• 

VirkOJ¼ S is a registered trademark of and manufactured by Antee International Limited 
US Patent No. 4822512 ··:··. 

••••• 

•••• • • •••• 
• ••• • • • ••• 

• 
• ••• • • •••• 
•••• • • • • • • 

• 
•••• • • •••• 
• • • • • •• •• 

J:\dienl'>\antc:c\Virxon S'•,rroposcd lahcls\SVC-fair 2 May 2003.wpd 
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Page3 

[Comment: The list of claims (sites) under "EFFECTIVE AGAINST" may be placed in any 
order as long as each subheading and its contents remains intact.] 

FFECTIVE AGAINST THE FOLLOWING PATHOGENS: 

ANIMAL AND ZOONOTJC PATHOGENS 

BACTERIA 

Actinobacillus pleuropneumonia 
Bordetella avium 

Bordetella bronchiseptica 
Campylobacter pyloridis 

Clostridiurn perfringens 
Dermatophilus congolensis 
Escherichia coli 

Fistulous withers (Poll Evil) 
Hacmophilus somnus 

Klebsiella pneumoniae 
Moraxella bovis (Pink Eye) 
Mycobacterium bovis 

Mycoplasma gallisepticum 

Mycoplasma m. coides 

Pasteurella multocida 
Pseudomonas aeruginosa 
Pseudomonas mallei (Glanders) 
Pseudomonas vulgaris 
Salmonella choleraesuis 

Salmonella t:yphimurium 
Staphylococcus aureus 
Staphylococcus epidermidis 
Streptococcus cquj (Strangles) 
Streptococcus pyogenes 
Streptococcus suis 
Taylorella equigenitalis 
Treponema hyodysenteriae 

VIRUSES 

Adenovirus Pneumonia 

African Horse Sickness Virus 
African Swine Fever Vim.c;; 
Avian Influenza Vint-; 

Avian Laryngotracheitis Virus 

Bovine Adenovirus Type 4 
Bovine Polyoma Virus 

Bovine Pseudocowpox Virus 

Bovine Viral Diarrhea Virus 

Calf Rotavirus 

Canine Adenoviru · 

Canine Coronavirus 
Canine Parainfluenza Virus 

Canine Parv virus 
Chicken Anemia Virus 

Coital Exant.herma Virus 
Distemper Virus 
Duck Adenovirus 

Duck Enteritis Virus 

Egg Drop Syndrome Adenovirus 

E{}uine Infectious Anemia Virus (S·warnp 
Fever) 
Equine Arteritis Virus 

Equine Herpes Virus (Type 1) 
Herpes Virus Equine (Type 3) 
Hog Cholera Virus 
E{}uine Contagiou. Abortion Vims 
Equine Papillomatosis Virus 
Equine Influenza Virus (Type A) 
Equine Influenza Virus (The Cough) 
Feline Calicivirus 
Feline Herpes Virus 
Feline lnfectious Peritonitis Vims •••• 

• • 
Feline Panleukopenia Virus • •• • 
FeJine Parvovirus 

Feline Rhinotracheitis VU'l.lii ••• 
Foot and Mouth Di ease Vuw;: 
Infectious Bronchitis Virus :::: 
Infectious Bursa! DiseaseNtNS • • 
Infoctious Canine Hepatit!t Virus 

•••• • • • •• • 
• 

•••• • • •••• 
•••• • • • •• • 

• 
•••• 

Infectious Pancreatic Necrosis Virus •• • • • • 
• • • • • •• •• 

J;\clients\antcc\Virkon S\proposcd labcls\SVC-fair 2 Muy 2003 .wpd 
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Infectious Salmon Anaemia Virus 
Infoctive Bovine Rhinotracheitis Virus 
Leptospira Canicola Virus 
Maedi- Visna Virus 
Marek's Disease Virus 

Ne\vcastle Disease Virus 
PCV2 Virus (Pt-.'1\VS) 
Porcine Parvovirus 
Porcine Reproductive and Respiratory 
Syndrome Virus (PRRS) 
Pseudorabies Virus Aujesky's Disease) 
Rhabdovirus carp,io S ring Viremia of Car 

(SVC) vims) 

Rotaviral Diarrhea Vims 
Snakebead rhabdovirus 
SV40 Virus 

Swine Influenza Virus 
Transmissible Gastroenteritis Virus (TOE) 
Turkey Herpes Virus 
Turkey Rhinotracheitis Virus 
Vesicular Stomatitis Virus 

FUNGI 

Aspergillus fumigatus 
Candida albicans 
Fusarium moniliforme 
Microsporum canis 
Trichophyton spp. (Ringworm) 
Trichophyt.on spp. (Mud Fever) 

PLANT PATHOGENS 

Alternaria solani 
Botrytis cinera 
Colletotrichum coccodes 
Didymella bryoniae 
Fusarium oxyspomm 
Fusari um sol ani 
Penicilliwn oxalicum 
Phomopsis sclerotioides 
Pyrenochaeta I ycoopcrsi ci 
Pythi um aphanidermatium 
Rhizoctonia solani 
Sclerotinia scJerotiorum 
Thielaviopsis basicola 
Verticiilium dahliae 

EFFECTIVE AGAINST THE FOLLOWING HUMAN HEALTH PATHOGENS 

Page4 

Human Immuno-Dcficiency Virus (HlV) Type 1 (on hard, non-porous surfaces). Streptococcus 
pyogenes, Campylobacter pyloridis, klebsiella pneumoniac. Escherichia coli, Salmonella •••• 
typbimurium, SalmoneUa choleraesuis, Pseudomonas aeruginosa, Stapbylococ.cus aureus. • •••• • 
Staphylococcus epidermidis and Candida alhicans. • • : •: 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

•••••• • • • • • 
•••••• • • •• 
••••• 

••• 
• 

• ••• • • •••• 
•••• • • • •• • 

DANGER. Powder is corrosive. Causes skin bums and irreversible eye damago.:Harmful if-
S\vallo\.ved, absorbed through skin. or inhaled. Do not get in eyes, on skin, or on clothing. Jf m· 
protective clothing and rnbber gloves. Avoid breathing dust. \Ve.ar goggles, face shield. or.saf~tl 

•••• 
J:\clients'l8nlcc\Virkon S\proposed labels'oSVC-fnir 2 May 2003.wpd 
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Page 5 

glasses. Wash thoroughly with soap and water after handling. Remove contaminated clothing 
and wash before reuse. Corrosh1e statement refers to powder only not in use solution. 

[Comment: he instructions m1der ''DlRECTIONS FOR USE" may be placed in any order as 
long as they remain a continuous section on the label. l 

BROAD SPECTRUM DISINFECTANT 
Virkon~ Sis effective against numerous microorganisms affecting animals: viruses, gram positive 
and gram negative bacteria, fungi (molds and yeasts)t and mycoplasma. fficacy of the 1% solution 
was determined in the presence of 400 ppm AOAC hard water and 5% organic material. Virkon~ S 
passes the AOAC germicidal and detergent sanitizer test at a concentration of 0.5% (1 :200) in the 
presence of 200 ppm hard ,vater. Apply a 0.5% (1 :200) solution for routine sanitation. 

DIRECTIONS FOR USE 
It is a violation of Federal law to use th.is product in a manner inconsistent ""ith its labeling 

• G NERAL TNS UCTIONS-POULTRY AND ARM PREMISES 

• 1. Remove all poultry or other animals and feeds from premises, trucks or other vehicles, coops, 
crates or other enclosures. 

• • 

2. Remove a]! litter droppings and manure from floors, walls and surfaces ofbams pens, stalls, 
chutes and other facilities and fixtures occupied or traversed by poultry or other animals. 

3. Empty all troughs, racks, and other feeding and watering appliances. 

4. Thoroughly clean all surfaces with soap or delergent and rinse with ,vat.er. 

5. Saturate surfaces with the recommended disinfecting solution for a period of 10 mjnutes . 

6. Immerse all halters, ropes, and other types of equipment used in handling and restraining 
animals, as well as forks, shovels, and scrapers used for removing litter and manure. 

7. Ventilate buildings, cars, boats, coops, and other closed SJ>aces. Do not hotL«.e poultry or 
live. tock or employ equipment until treatment has been absorbed, set, or dried. 

8. Thoroughly scrub treated feed rackst mangers, troughs, automatic feeders, fountains, and···• 
•••• 

waterers ·with soap or detergent, and rinse ,vith potable water before reuse. • ••• 

This powder formula is eac;i ly diluti.;d for use in manual or machine operations.: ••:•: 
• • 
•••••• • • Virkon~ S DILUTION CHART • • 

Fill co11tainer with desired amount of water and add Virkon/J!) S powder to aeli!trf: • 
recommended solution concentration. 

• • • •• • 
• 

•••• • • •••• 
•••• • • • •• • 

• 
• ••• • • .... 
• • • • • •• •• 

J:\clients\antec\Virkon S\proposcd labels\ ~vC-foir 2 May 2003 .wp<l 
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Qua11tity of 0. 5% Solution J%So/11tion 2% Solution 
Water 
I Quurt 0.15 OUllCes 0.3 ounces 0.7 ounces 

l Gallo,, 0.65 ounces I.3 ounc/!$ 1.7 ounces 

JO Gallons 6. 7 ounces 13.4 ounces 16. 7 ounces 

50 Galit>n.t 33.4 ounces 66.8 ounces 133. 5 ounces 
Mt!asuring cup provided. 

Solutions are stable for 7 days. Do not soak metal objects in Virkon:io S for long periods - I 0 
minutes is maximum ne,cessary contact time. One ga11on of solution is sufficient to treat 135 sq. 
f L 

POULTRY [PRODUCTION) { AND RA TITE PRODUCTION] 

[CONTROLS: Viruses of Newcastle Disease, Infectious Bronchitis, Infectious Bursal Disease, 
Avian Laryngotracheitis, Marek' s Diseast=, Egg Drop Syndrome, Avian Influenza, Turkey Herpes 
Virus and Duck Viral Enteritis. Fungi (molds and yeasts) - Aspergillus flavus, Aspergillus 
fomig,atus and Candida albicans. Bacteria - Streptococcus pyogenes, Campylobacter pyloridis, 
Klebsiella pneumoniae, Escherichia coli, Salmonella typhimurium Salmonella chloeraesuis, 
Pseudomonas aeruginosa, Staphylococcus aureus, Staphylococcus epidermidis, Bordet.clla aviwn 
and Mycoplasma gallisepticum.] (OPT.) 

HATCHERIES: Virko~ Sat 1 % solution can be used for cleaning and disinfecting hatchers, setters, 
evaporative coolers, humidifying systems, ceiling fans, chicken houses, transfer trucks, trays, and 
plastic chick boxes. 

Virkon® S at 1-2% solution is recommended for use in fogging (wet misting) operations as a 
supplemental measure, either before or after regular cleaning and disinfecting procedures. Fog (wet 
mist) until the area is moist using automatic foggers according to manufacturer's use directions . 

BROILER/BREEDER HOUSES: Follow General Instructions to remove poultry and preclean area 
to be tre-aled. Spray floors and ,valls \Yith Virko°® Sat 1 % solution. Thoroughly wash \>./atercrs and 
feeders ,vith a I% solution of Virkoo£> S. After contact for 10 minutes, rinse with water. Do not 
house poultry or use equipment until treatment has dried. 

FOR ATR SANITIZING: Use VirkO¾ S at 0.5-1 % solution, and fog until surfaces are moist A11ow 
at least 2 hours before entering treated area. Rinse foggers and sprayt:,TS with water followjllg•l!~e. 
PROCESSING PLANTS: Spray Virkon,~ Sat 1 % solution to disinfect and clean walls, ceilili~§·and •••• 
floors. • •• • : 

SWINE PRODUCTION 
•••••• • • • • • 

• . .... 
• • •••• •••••• • • •• • ••• • • • 

[CONTROLS: Viruses ofHog Choler3.; s,vinc influenza, Porcine Parvovirus, PsH.ff)f<jbies, :Jl\1rci!J.e 
Reproductive and Respiratory Syndrome (PRRS), Rotoviral Diarrhea, African S,ffitl!f ever an.clt~ot 

• • •••• 
• • • • • •• •• 

J :\clitnts\anrec\ V irkoo S\proposed I a.be ls\SVC-fair 2 May 2003. wpd 
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and Mouth Disease. Bacteria of Plcuropneumonia, Treponema hyodysenteriae, and Clostridjum 
perfringens. Fungi: Fusarium monilifonne.J (OPT.) 

Follow General Instructions to remove S\vi.rn.: and preckan area to be treated. Virkon~, Sat 1 % 
solution is rect1mmcnded for cleaning and djsinfecting farrowing units, nurseries, fini ~her houses, 
processing plants, and agricultural production equipment such as trucks, waterproof footwear 
(such as rubber boots), and associated livestock equipment and instruments. 

Virkoll@ S at 0.5-1 % solution is recommended for use in fogging (wet misting) operations or as a 
supplemental measure either before or after regular cleaning and disinfecting procedures. Fog 
(wet mist) until the area is moist using automatic foggers according to manufacturer's use 
dir~tions. Rinse foggers and sprayers with water follov.ring use. 

EQUINE PRODUCTION 

BROAD SPECTRUM EQUINE DISINFECTANT/DETERGENT/WASH FOR CLEANING 
AND DISINFECTING ST ABLES, EQUIPMENT, AND AERIAL DISINFECTION 

[CONTROLS: Viruses of African Horse Sickness, Equ1ne Viral Arteritis (Pink Eye), Coital 
Exantherma, Myeloencephalopathy, Rhinopncumorutis, Equine ontagious Abortion, Equine 
Papillomatosis, Equine Infectious anemia (Swamp Fever). Adcnovirus Pneumonia, Equine 
Influenza (The Cough) and Rhinitis. Bacterial: Clostri<lial Diarrht:!a, Fistulou · Withers (Poll 
Evil), Taylorella equigenitalis, Bordetella bronchiseptica, StTeptococcu.s e.qui (Strangles) and 
Pscudomonas mallei (Glanders). Fungi: Dem,atophytosis (Ring\vonn), Dermatophylosis (Mud 
Fever), and Fusarium moniliforme.] (OPT.) 

APPLICATIONS: For cleaning and disinfecting all surfaces, equipment, utensils and instruments 
in Veterinary practice. , kennel·, ·tables, catterics, etc. 

USES: 

Stables, Horse Boxes, Box Stalls, Tack, Equipment, and Feed Rooms: ThoroughJy clean and dry 
[dry cleanl surfaces, then wash the area manually or v...ith pressure washer with a 1 % Yirkonlil S 
solution. Rinse with dean water. 
Blankets, Saddle Pads and Rugs: Shampoo by hand or spray lightly ,vith a hand-sprayer and leave 
to dry. Shake or vacuum to remove residue. 

Aerial Spraying to control airborne diseases: Use a hand or knapsack sprayer '"ith fine settiQg, or 
an automatic spraying system. Spray a 1% Virko°® S solution for 2-3 minutes twice daill,•iirst 
thing in th~ morning and last thing at night. Rinse sprayers with water after use. • • : •: 

••• 

BOVINE PRODUCTION 
•••••• • • • • • 
•••••• 

• 
•••• • • •••• 

• •• • •••• 
(CONTROLS : Viruses ofCalf rotavirus, infectious Bovine Rhinotracheitis, B<\~dendvwus: 
Type 4 and Pscudorabies and Foot and Mouth Disease; Bacteria ofMaraxella b<wi!.~ • • 
Haemophilus somnus and Mycobaeterium bovis; Fungi of Fusarium moniliforme.] (OPT.) •::::• 

• • • • • •• •• 
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Follo·w General Instructions to remove livestock and preclean area to be treated. A 1% solution of 
Virkon:i, Sis recommended to clean and disinfect area<; ac;sociated with bovine housing stabling, 
hospital quarantine pens, feedlot facilities, and agricultural production equipment such as trucks, 
water-proof foot,vear (such as rubber boots), and associated livestock equipment and instruments. 

COMP ANION ANIMALS 

[CONTROLS: Viruses of Canine Parvovirus, Distemper, Lcptospira canicola, Feline parvovirus, 
Feline herpes and reline calicivirus. Bacteria of Staphylococcus aureus, Streptococcus pyogenes, 
Klebsiella pneumoniae, and Pseudomonas aeruginosa; Fungi ofMicrosporum canis.] (OPT.) 

[APPLICA TIONSJ A 1 % solution of Virko~ S is recommended as a "one step" cleaning and 
disinfecting procedure for all surfaces, equipment, instruments, utensils and cages l caging 
systems lwithin [ associated with ]Veterinary Medical Hospitals, infections disease wards, 
quarantine areas, Humane Society facilities, laboratory animal quarters, grooming and boarding 
facilities, kennels, catteries and animal transportation vehicles . 

Do not immerse metal objects in Virkon® S for long periods - 10 minute · is maximum contact 
time. 

GREENHOUSES AND IIORTICULTIJRE 

Virkon® S is intended to disinfect inanimate environmental surfaces, glasshouse structures, 
e.quipment, utensils, trays, containers and vehicles in greenhouses and other horticultural 
settings prior to introduction or reintroduction of plants, seeds: or soil. It i not intended to 
directly affect agricultural production and must not be applied to plants, seeds. or soil. If 
necessary, remove or cover these items prior to use of the product. 

Remove all crop debris, strings and other deposits from structures empty trays and pots. Power 
wm,h all the dust oITthe covering and superstructure and let dry. Using a sprayer or fogger 
saturate all surfaces ·with a 1% solution ofVirkon!IC S. Let air dry . 

Virkonili) Smay also be used to disinfect irrigation tanks and lines. Run a 1 % solution through the 
system or soak equipment in a 1 % solution. Let stand for ten minutes and flush system with clean 
water after treatment. 

Virkon~ Sat 0.5-1 %% solution is recommended for use in fogging (wet misting) operatio~,Ar.as 
a supplemental measure either before or after regular cleaning and disinfecting procedurel •~g 
(wet mist) until the area is moist using automatic foggcrs according to manufacturer s use .• : •: 
directions. Rinse foggers and sprayers with water following use. •• • 

AQ ACULTURE 

• • • • •• • • • • • • 
•••••• • • •• 
••••• 

• ••• • • •••• 
•••• • • • ••• 

Virkong. S is intended to disinfect inanimate environmental surfaces associated wi1k-aquaculture 
including vehicles, nets, boots, waders, dive suits, hoses, brushes and other similar equipm 1}{.:: • 
Virkon«i Smay also be usc<l in foot dips. Virkol¾i: S must not be applied directly to ,vater . ••• : 

•••• 
J:\cl ients\antec\Virkon S\proposed lahcls\SVC-fttir 2 May 2003.wpd 
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Equipment used in separate ·ites, tanks. ponds in aquacuJtural settings should be disinfected 
before each nev1-· use by soaking for 20-30 minutes in a 1% Virkon~ S solution followed by a 
water rinse. 

Virkon~ S at 0.5-1 % solution is recommended for use in fogging (wet mi ·ting) operations or as a 
supplemental measure either before or after regular cleaning and disinfecting procedures. Fog 
(wet mist) until the area is moist using automatic foggers according to manufacturer' s use 
directions . Rinse foggers and sprayers with \.\>ater following u ·c. 

EMERGENCY DISEASE CONTROL (ANIMAL HEALTH) 

CONTROLS: OIE List A Disease organisms including Foot and Mouse Disea e Virus, African 
Horse Sickness Virus, Vesicular Stomatitis Virus, Classical S"\vim: Fever Virus (Hog Cholera 
Virus), African Sv.,foe Fever Virus, Newcastle Disease Virus, and Highly Pathogenic Avian 
Influenza Virus . (OPT.) 

A l % solution of Virkon~ Sis recommended to clean and disinfoct agricultural facilities and 
equipment, military facilities and equipment: airport facilities and equipml:nt port facilities and 
equipment, rail facilities and equipment, quarantine facilities and equipment, slaughter facilities 
and equipment, and other shipping facilities and equipment \Vhere animals or soils suspected of 
harboring foot and mouth disea.:.e virus might have been previously present. 

\Vithin these facilities, treated objects include but are not limited to vehicles, farm equipment 
(including tractors, ploughing shares cars and trucks, farm engines, harvesters, loaders, mowers, 
tillers and slaughter machinery military equipment (including tanks and troop carriers), and 
shipping equipment (pallets, bins) and containers). 

Spray Virkon® Sat l % solution to disinfect and clean walls, ceilings, floors, decks) container 
surfaces, vehicles, wheels, water proof footwear (such as rubber boots), livestock equipment~ 
utensils and instruments . 

Do not immerse metal o~jects in Virkol\c S for long periods - 10 minuks is maximwn contact 
time. 

AIRS, EXHJBffiONS AND EXPOSITIONS 

A 1% solution ofVirkon111 Sis recommended to clean and disinfect inanimate environmentar •• • •••• 
surf aces such as pens, cages, stalls, stab Jes, and walkways at fairs, exhibitions, exPositions .md.. 
imilar events. Application ofVirkon Smay occur in the presence of animaJs at these sites-only. 

and only if care is taken to avoid intentional contact with the animals. Particulv tot~ must be• 
observed with spray aQ lications when animals are resent. • • •:::: • 

•••••• • • •• 
•• •• • • • ••••• 

•••• • • • ••• 
• 

•••• • • •••• 
• • • • • •• •• 

J;\clicnts\unt~'1V1rkon S\proposc<l labcls1,SVC-fair 2 May 2003:wpd 

84



I .. 

• • 

• • 

i 

INSTITUTIONAL AND SERVICE FACILITIES 

(HUMAN I-lliALTH) 

Page 10 

CONTROLS: Human lmmuno-Deficiency Virus (HlV) Type 1 (on hard, non-porous surfaces), 
Streptococcus pyogenes, Campylobacter pyloridis klebs1ella pneumoniae, Escherichia coli, 
Salmonella typhimurium, Salmonella cholcraesuis, Pseudomonas aeruginosa, Staphylococcus 
aureus, Staphylococcus t!pidermidis, and Candida albicans. (OPT.) 

With Virko~ S, only one product is needed to clean and di ·infect all surfaces except acid­
sensitive surfaces such as copper, brass, or ahuninum. Do not ust! Virkon Son these acid­
sensitive surfaces. Avoid splashing Virkon~ S solution on textiles or carpets. Virkon® Smay be 
used on carpeting or otht!r textiles only it area is tested for color fastness before use and treated 
are-a vacuumed ,vhen dry. 

Cleaning and Disinfecting Non-Food Contact Surfaces: Remove gross dirt and use 1.0% Virko"® S 
solution prepared according to the Dilution Chart below. Apply to surface using a mop, sponge 
brushes or spray device until the surface is visibly clean. Air dry. In cases of fungal or viral 
contamination of non-food contact surfaces, follow these instructions substituting a 2.0% VirkoD.t, 
S solution . 

Sanitizing Toil~tBmvls: After flushing., sprinkle J oz. Virko¾ S powder around the bowl., scmb with 
a brush, and leaVt! for 10 minutes. Flush. 

Cleaning and Disinfecting Manikins Used in CPR Training: Manikins should be cleaned as soon as 
possible at the end of each class to avoid drying of contaminants on surfaces. Disa,;semble the 
manikin as directe-d by the manufacturds instructions. 'Inoroughly wash all internal and external 
surfaces and reusable protective face shidds with a brush using a l % Virkolloc S solution. Let stand 
for IO minutes and rinse with potable water. 

Cleaning and Disinfecting Hard, Non-porous Surfaces Suspected of HIV Type l Contamination: 
Cover heavy spillage of body fluids ,:vith Virkou.z S powder. Let stand for 10 minutes, and then scoop 
into plastic bag. Treat bag and its contents as infectious medical waste. Prepare 2% Virkol¼i S 
solution according to the Dilution Chart. Apply to surface to be treated using a mop, sponge, brush 
or spray device until the surface is visibly clean. Air dry. 

EMERGENCY RESPONSE AND ON-SITE CLEANUP 

Cover heavy spillage of body fluids with Virko~ S powder. Let stand for 10 minutes, and the~op 
into plastic bag. Treat bag and its contents as infectious medkal ,vaste. • • • •• • . .. .. 

• • • • • • 
Prepare 2% Virko~ S solution according to the Dilution Chart. Apply to surfacf .t£>.~~ treated using 
a mop, sponge, brush or spray device until the surface is visibly clean. Air dry.: • : • • • • • • 

STORAGE AND DISPOSAL 

••• ••• • • •• , .... 
••••• 

•• • • 
•••• . . . 
•• • 

C 
,.:. t .. ,. . 
• • . .. . 
•• •• 
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STORAGE: Store in a cool, dry place in tightly closed container away from children. Ahvays 
replace lid after use. 

DISPOSAL: Wash empty container thoroughly and dispose in trash. Do not mix this product 
with other chemicals 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• ••• • • •••• . .... 
• • • •• • 

• 
• ••• • • •••• 
•••• • •• •• • 

• 
•••• • • •••• 
• • • • • •• •• 
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UNYfED STATES ENVffiONMENT AL PROTECTION AGENCY 
Washington, D.C. 20460 

Julv 24. 2003 

Mr. Heinz Nicdennairer 
President 
Bio Safety USA. 
10220 NW 50th Street 
Sunrise, FL 33351 

OFnCE OF 
PREV ENTION, PESTIC DES 

AN D TOXI C SOSS TANCPS 

I Subject: Petition for Tolerance Exemption 
VIRKON® 

e • 

Pesticide Petition Numher 1F65 l 3 
EPA Registration Number 62432-2 
Letter Date: October 31 , 2002 
EPA Receipt Date: November 15, 2002 

Dear Mr. Niedennaier: 

The Agency has conducted a preliminary review of your petition. requesting the Agency to 
amend 40 CFR part § 180 by establishing an exemption from the requirement of a tolerance for residues 
of the active ingredient in Virkon (peroxymonosulfate) in or on all rav., agriculture commodities and in 
processed commodities, when such residues result from the use of a 1 % solution of Virkon containing a 
diluted end-use concentration of 0.02% peroxymonosulfate per application on food contact surfaces such 
as equipments, pipelines, tanks, vats, fillers, evaporators, pasteurizers and aseptic equipment in 
restaurants, food service operations, dairies, breweries, wineries, beverage and food processing plants. 
The sanitizer will be applied by immersion, coarse spray, or circulation technique as appropriate to the 
equipment or utensil. No potable water rinse is required following the use of the sanitizer. 

Based on the infonnation submitted and the Agency' s review of your petition in support of the 
above request, the Agency is not able to act favorably at this time to your request for the following 
reasons: 

l . Residue Chemistry Review: 

I . You must provide a discussion on the chemistry of the product to explain v.'hat reactions 
occur when this product is used as directed. 
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2. You must provide a chemistry discussion on \vhat the active components are that produce 
the disinfection and sanitization properties for this product. Hypochlorous acid? 
.Hydrogen peroxide? The Agency is aware of the RED for Peroxy Compounds that states 
on page 17 that the use of this product produces hypochlorous acid. Is hydrogen peroxide 
also produced when the product is mixed ,vith \\1atcr? 

3. You must submit balanced chemical equations for the chemical reactions that take place 
when this product is added to \vater. 

4. You must submit the calculations used in determining the percentage of available 
chlorine. 

5. You must submit the modeling calculations for determining residues remaining on food 
contact surfaces as a result of using this product, generate the actual residue data or use 
the FDA guidelines entitled, "Sanitizing Solutions: Chemistry Guidelines for Food 
Additive Petitions. 

Toxicology Data Requirements: 

Depending upon the amount of residues found in/on the proposed food site, additional toxicology 
data may be required. 

III. Labelin2: 

Table on page 4 of the label, under the sections for: 1) Food Preparation Areas, 2) Vegetable 
Preparation Areas, 3) Food(Preparation in the kitchen), and 4) Bars/Restaurants, the Control column 
describes the use as for cleaning and disinfecting whereas the last label column for the same use sites 
and headed VIRKON also includes references for the sanitizer uses. The sanitizer uses for each of these 
sites must have separate "blocks" for sanitizer in the use table. 

A Please response within 75-Days from the <late of this letter stating your intentions as to 
• complying \Vith information/data requests cited above. Include your projected time schedule for such 

• compliance. If you are no longer interested in pursuing the proposed tolerance or exemption from 
tolerance, please consider voluntari1y \Vithdrawing your petition without prejudice to a future filing in 
accordance with 40 CFR § 180.0. 

Should you have any questions or comments concerning this letter. please contact me at (703) 
308-6422 or Drusilla Copeland at (703) 308-6224. 

Sincerely, 

Adam Heyward 
ProductManager(34) 
Regulatory Management Branch II 
Antimicrobials Division (751 OC) 
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MASTER LABEL 
-~,.. 

NOT REVIEWED ,•; 
In a.ocordance vnth PB Notice sa,e.• 
Baeea.on :,mwig :cut,od,,., 

Virkon® S 
BROAD SPECTRUivl DISINFECTANT 

J/t-/07 

For sc iJ1 Cleaning and Disinfecting Industrial, Animal and Agricultural Facilities 

Effective against Viruses 
(including CANINE PARVOVIRUS) •Bacteria• Fungi 

For Use in Emergency Di sea c Control 

For use in Cleaning and Disinfecting hlstitutional and Service Facilities including stores, 
factories, schools, hotels, offices, ships, planes, transportation terminals, supermarkets and food 
·warehouses. 

For Use in Emergency Response and On-site Cleanup ( emergency response calls, crime scenes, 
traffic accidents, fires, flood, natural and other disasters) e.g. cars, trucks, ambulances, and 
similar emergency apparatus, tires, wheels, floors, walls, ceilings, paved surfaces· and equipment 
such as SCBA, coats, boots, hats, masks, gloves, axes, Jaws of Life and similar emergency. 

For Use in Greenhouses, Horticulture, and Aquaculture 

ACTNE INGREDIE1\TTS: 
Potassium peroxyrnonosuJfate . . . . ... .. . ... .. . .. ... .... . . .. . 
Sodium Chloride .. .. ....... .. .... .. ... .. .. .. . ......... .. .. .. .. 
OTHER INGREDIENTS .. . ... . ... .. . . . . .... . . ... . .. .. ... . . . 
TOT AL . . ... ... ... .. .. . ... .... ...... .. ... .. .. ...... .. ... ... . .. . 

Equivalent to 9. 75% Available Chlorine 

KEEP OUT OF REACH O CHILDREN 

DANGER 

20.4% 
1.5% 
78.1% 
100.00% 

See [BackJ [Side] Panells] [Inside Booklet] for AdditionaJ Precautions 

•••• • • •• 

• •••••• • • • • • • • • 
._ _____________________________ __. ........ _. 

• •• 
• • • • • •• •• 

• 
•••• • • •••• 
• • • • • •• •• 
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Pagel 

Front Panel Continued 

FTRSTAJD 

Have the product container or label with you when calling a poison control center or doctor, or going 
for treatment.. 

If Swallowed: 
• Call Poison Control Center or doctor immediately for treatment advice. 

• Have Person sip a glass of water if able to swallow. 
Do not induce vomiting unless told to do so by the poison control centt.1" or doctor 

• Do not give anything by mouth to an unconscious person 

If Inhaled: 
• Move person to fresh air. 

• If person is not breathing, call 911 or an ambulance, then give artificial respiration, preferably 
mouth-to-mouth, if possible. 

• Call a Poison Control Center or doctor for further treatment advice . 

If in Eyes: 
• Hold eye open and rinse slO\Vly and gently with water for 15-20 minutes. 

• Remove contact lenses, if present after 5 minutes, then continue rinsing eye. 

• Call a Poison Control Center or doctor for further treatment advice. 

If on Skin: 
• Take off contaminated clothing. 

• Rin e skin immediately with plenty of water for I 5-20 minutes. 

• all a Poison Control Center or doctor for further treatment advice. 

Note to Physician: Probable mucosa) damage may contraindicate the use of gastric lavage. 

Emergency Contact Number: 011441787 377305 

EPA Reg. o. 62432-1 

_ lbs. L ) Net Weight 

Antee 
International 

l..[;Af)f' H.!> 0-- B10~CUJUTV 

Manufactured By: 

EPA Est. No. 62432-EN-001 

ANTEC INTERNATIONAL LTD. 
·windham Road, Chilton Industrial Estates 

Sudbury SulTolk 010 6XD, England 

VirkoJ¼ S is a registered trademark of and manufactured by Antee Tntemational Limited 
US Patent No. 4822512 
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[Comment: The list of claims (sites) under "EFFECTIVE AGAINST" may be placed in any order 
as long as each subheading and its contents remains intact.] 

EFFECTIVE AGAINST THE FOLLOWING ANIMAL HEALTH PATHOGENS: 

ANI.~W_J AND WONOTJC PA'IBOGENS 

BACTERIA 

Actinobacillus pleuropneumonia 
Bacillus cercus 
Bordetclla avium 
Bordetclla bronchiseptica 
Campylobacter pyloridis 
Clostridium perfringens 
Dermatophilus congolensi 
Escherichia coli 
Erysipclothrix rhusiopathiae 
Fistulous withers (Poll Evil) 
Haemophilus somnus 
Klebsiella pneumoniae 
Moraxella bovis (Pink Eye) 
Mycobacterium bovis 
Mycoplasma galliscpticum 
Mycoplasma mycoidcs 
Pasteurella multocida 
Pseudomonas aeruginosa 
Pseudomonas maUei (Glanders) 
Pseudomonas vulgaris 
Salmonella choleraesuis 
Salmonella typhimurium 
Staphylococcus aurcus 
Staphylococcus epidermidis 
Streptococcus eqlli (Strangles) 
Streptococcus pyogenes 
Streptococcus suis 
Taylorella equigenitalis 
Treponema hyodysenteriae 

VIR SE 

Adcnovirus Pneumonia 
African Horse Sickness Virus 
African S\vine Fever Virus 
Avian Influenza Virus 
Avian Laryngotrachcitis Virus 
Bovine Adenovirus Type 4 
Bovine Polyoma Virus 
Bovine Pseudocowpox Virus 
Bovine Viral Diarrhea Virus 
CalfRotavirus 
Canine Adcnovirus 
Canine Coronavirus 
Canine Parainfluenza Virus 
Canine Parvovirus 
Chicken Anemia Virus 
Coital Exantherrna Virus 
Distemper Virus 
Duck Adenovirus 
Duck Enteritis Virus 
Egg Drop Syndrome Adenovirus 
Equine Infectious Anemia Virus (Swamp 
Fever) 
Equine Artcritis Virus 
Equine Herpes Virus (Type 1) 
Herpes Virus Equine (Type 3) 
Hog Cholera Virus 
Equine Contagious Abortion Virus 
Equine Papillomatosis Virus 
Equine Influenza Virus (Type A) 
Equine Influenza Virus (The Cough) 
Feline Calicivirus 
Feline Herpes Virus 
Feline Infectious Peritonitis Virus 
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Feline Panleukopenia Virus 
Feline Parvovi ms 
Feline Rhinotracheitis Virus 
Foot and Mouth Disease Virus 
Infectious Bronchitis Virus 
Infectious Bursal Di ease Virus 
Infectious anine Hepatitis Virus 
Infectious Pancreatic Necrosis Vims 
lnfectiou Sahnon Anaemia Virus 
Infective Bovine Rhinotracheitis Virus 
Leptospira Canicola Virus 
Maedi- Visna Virus 
Marek's Disease Virus 
Newcastle Disease Virus 
PCV2 Virus (PMWS) 
Porcine Parvovirus 
Porcine Reproductive and Respiratory 
Syndrome Virus (PRRS) 
Pseudorabies Virus (Aujesky's Disease) 
Rotaviral Diarrhea Virus 
Snakehead rhabdovi rus 
SV40 Virus 
Swine Influenza Virus 
Transmissible Gastroenteritis Virus (TGE) 
Turkey Herpe Virus 
Turkey Rhinotracheitis Virus 
Vesicular Stomatitis Virus 

EFFECTIVE GAI.NST T 

FU GI 

Aspergillus fumigatus 
Candida albicans 
Fusarium moniliforme 
Microsporum canis 
Trichophyton spp. (Ringworm) 
Trichophyton spp. (Mud Fever 

PLANT PATHOGEN 

Altemaria solani 
Botrytis cinera 
Colletotrichurn eoccode 
Didymclla bryoniae 
Fusarium oxysporum 
Fusarium solani 
Penicillium oxalicum 
Phomopsis sclerotioides 
Pyrenochaeta lycoopersici 
Pythium aphani<lermati um 
Rhizoctonia solani 
Sclerotinia sclerotiomm 
Thielaviopsis ba icola 
Verticillium dahliae 

HEALTHP OGENS 

Page4 

Human lmmuno-Deficiency Virus (HN) Type l (on hard non-porous surfaces), Streptococcus 
pyogenes, Campylobacter pyloridis, klebsiella pneumoniae, Escherichia coli, Salmonella 
typhimurium, Salmonella choleraesuis, Pseudomonas aeruginosa, Staphylococcus aureus, 
Staphylococcus epidemridis, and Candida albicans. 
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PRECAUTIONARY STATEMENTS 
RAZ RDSTOHU ' A D DO:MESTIC ANIMALS 

DANGER Powder is corrosive. Causes skin bums and irreversible eye damage. Hannful if 
swa1lowed, absorbed through skin, or inhaled. Do not get in eyes, on skin, or on clothing. Wear 
protective clothing and rubber gloves. Avoid breathing dust. Wear goggles, face shield, or safety 
glasses. \1/ash thoroughly with oap and water after handling. Remove contanu.natcd clothing 
and wash before reuse. Corrosive statement refers to powder only not in use solution. 

[Comment: The instructions under "DIRECTIONS FOR USE" maybe placed in any order as long 
as they remain a continuous ection on the label.] 

BROAD SPECTRUM DISINFECT ANT 
Virkon~ S is effective against numerous microorganisms affecting animals: viruses, gram positive 
and gram negative bacteria, fungi (molds and yeasts), and mycoplasma. Efficacy of the 1 % solution 
was determined in the presence of 400 ppm AOAC hard water and 5% organic material. Virkon.x: S 
passes the AOAC germicidal and detergent sanitizer test at a concentration of 0.5% {l :200) in the 
presence of200 ppm hard water. Apply a 0.5% (1 :200) solution for routine sanitation . 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in a manner inconsistent with its labeling 

GENERAL INSTRUCTIONS-POULTRY AND FARJ\,I PREl\'USES 

1 . Remove all poultry or other animals and feeds from premises, trucks or other vehicles, coops, 
crates or other enclosures. 

2. Remove all litter droppings and manure from noors, wa1ls and surfaces of barns pens, stalls, 
chutes and other facilities and fixtures occupied or traversed by poultry or other animals. 

3. Empty all troughs, racks, and other feeding and watering appliances . 

4. Thoroughly clean all surfaces with soap or detergent and rinse with water. 

5. Saturate surfaces with the recommended disenfecting solution for a period of 10 minutes. 

6. Immerse all halters, ropes, and other types of equipment used in handling and restraining 
animals, as well as forks, shovels, and scrapers used for removing litter and manure. 

7. Ventilate buildings, cars, boats, coops, and other closed spaces. Do not house poultry or 
livestock or employ equipment until treatment has been absorbed, set or dried. 

8. Thoroughly scmb treated feed racks, mangers, troughs, automatic feeders, fountains, and 
waterers with soap or detergent, and rinse with potable water before reuse. 

This powder formula is easily diluted for use in manual or machine operations. 
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Virko,,® S DILUTION CHART 
Fill container with desired amount of water and add Virkon~S powder to achieve 
recommemled :solution concentration. 

Quantity of 0.5% Soli1tio11 1% Solution 2%Solution 
Water 

1 Quart IJ. 1 5 mmces 0,3 01mces 0. 7 ounces 

1 Gal/011 0.65 ounces 1.3 ounces 2. 7 ou11ces 

10 Ga/lo11s 6. 7 ounces 13.4 ou11ces 26, 7 01mces 

50 Ga/Ions 33.4 01111ces 66.8 ounces 133.5 01111ces 
JtleRsuring cup provide.ti. 

Page6 

Solutions are stable for 7 days. Do not soak metal objects in Virkon® S for long periods - 10 
minutes is maximum necessary contact time. One gallon of solution is sufficient to treat 135 sq. 
ft. 

POULTRY [PRODUCTION] [AND RATITE PRODUCTION] 

[CONTROLS: Viruses ofNe,vcastle Disease, Infectious Bronchitis, Infectious Bursa) Disease, 
Avian Laryngotracheitis, Marek's Disease, Egg Drop Syndrome, Avian Influenza, Turkey Herpes 
Virus and Duck Viral Enteritis. Fungi (molds and yeasts - Aspcrgillus flavus, Aspergillus 
fumigatus and Candida albicans. Bacteria - treptococcus pyogenes, Carnpylobacter pyloridis, 
Klebsiella pneumoniae. Escherichia coli, Salmonella typhimurium, Salmonella chloeraesuis, 
Pseudomonas aeruginosa, Staphylococcus aureus, Staphylococcus cpidcrmidis, Bordetella avium 
and Mycoplasma gallisepticum.] 

HATCHERIES: Virko°® Sat 1 % solution can be used for cleaning and disinfecting hatchcrs, setters, 
evaporative coolers, humidifying systems, ceiling fans, chicken houses, transfer tmcks, trays, and 
plastic chick boxes. 

Virko°® S at 1-2% solution is recommended for use in fogging (wet misting) operations as a 
supplemental measure, either before or after regular cleaning and disinfecting procedures. Fog (wet 
mist) until the area is moist using automatic foggers according to manufacturer's use directions. 

BROlLERIBREEDER HOUSES: Follow General Instructions to remove poultry and preclean area 
to be treated. Spray floors and walls \~lith Virkon~ Sat 1 % solution. Thoroughly wash waterers and 
feeders with a 1 % solution of Virkoll@ S. After contact for 10 minutes rinse with water. Do not 
house poultry or use equipment until treatment has dried. 

FOR AIR SANITIZING: Use Virko¾, S at 0.5-1 % solution, and fog until surfaces are moist. Allow 
at least 2 hours before entering treated area Rinse foggers and sprayers with water following L1Se. 

PROCE SING PLANTS: SprayVirkon® Sat 1 % solution to disinfect and clean walls, ceilings and 
floors . 

g:\labels\antec\Virkon S\071703. final. v..pd 94



\ 

e 
• 

e 
• 

Pagc7 

SW lNE PROD CTION 

[CONTROL : Viruses ofHog Cholera, Swine influenza, Porcine Parvovirus, Pseudorabies, Porcine 
Reproductive and Respiratory Syndrome (PRRS) Rotoviral Diarrhea, African Swine Fever and Foot 
and Mouth Disease. Bacteria of Pleuropneumonia, Treponcma hyodysenteriae, and Clostridium 
perfringens. ungi: Fusarium monilifonne.] 

Fo1low General Instructions to remove swine and preclean area to be treated. Virkon® S at 1 % 
solution is recommended for cleaning and disinfecting farrowing units, nurseries, finisher houses, 
processing plants and agricultural production equipment such as trucks, waterproof footwear 
(such as rubber boots) and associated livestock equipment and instruments. 

Virkon~ S at 0.5-1 % solution is recommended for use in fogging (wet misting) operations or as a 
supplemental measure either before or after regular cleaning and disinfecting procedures. Fog 
(wet mist) until the area is moist using automatic foggers according to manufacture's use 
directions. Rinse foggcr and sprayers with water following use . 

EQUJJ\1E PRODUCTION 

BROAD SPECTRUM EQUlNE DISINFECT NT/DETERGENT/WASH FOR CLEAt'\fJNG 
AND DISL'\fFECTING STAB ES, EQUIPMENT, AND AERIAL D1SINTICTION 

[CO TROLS: Viruses of African Horse Sickness. Equine Viral Arteritis (Pink Eye), Coital 
Exanthem1a, Myeloencephalopathy. Rhinopneumonitis, Equine Contagious Abortion, Equine 
Papillomatosis, Equine Infectious anemia (Swamp Fever), Adenovirus Pneumonia, Equine 
Influenza (The Cough) and Rhinitis. Bacterial: Clostridial Diarrhea, Fistulous Withers {Poll Evil), 
Taylorella equigenitalis, Bordetella bronchiseptica, Streptococcus equi (Strangles) and 
P eudomonas mallei (Glanders). Fungi : Dermatophytosis (Ring\vorm), Dermatophylosis (Mud 
Fever), and Fusarium monilifonne.] 

APP !CATIONS: For cleaning and disinfecting all surfaces, equipment, utensils and instruments 
in Veterinary practices, kennels, stables, catteries, etc. 

USES: 

Stables, Horse Boxes, Box Stalls, Tack ,Equipment, and Feed Rooms: Thoroughly clean and dry 
[dry clean] surfaces, then wash the area manually or with pressure washer \vith a 1 % Virko°® S 
solution. Rinse with clean water. 
Blankets, Saddle Pads and Rugs: Shampoo by hand or spray lightly with a hand-sprayer and 
leave to dry. Shake or vacuum to remove residue. 
Aerial Spraying to control airborne diseases: Use a hand or knapsack sprayer with fine setting, or 
an automatic spraying system. Spray a 1 % VirkoD@ solution for 2-3 minutes twice daily, first 
thing in the morning and last thing at night. Rinse sprayers with water after use. 
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BOVINE PRODUCTION 

[CONTROLS: Viruses of Calfrotavirus, Infectious Bovine Rhinotracheitis, Bovine Adenovirus 
Type 4 and Pseudorabies and Foot and Mouth Disease; Bacteria ofMaraxella bovis, 
Haemophi]us somnus and Mycobacterium bovis; Fungi ofFusarium moniliforme.] 

Follow Genera) Instructions to remove livestock and preclean area to be treated. A I% solution of 
Virkon~ Sis recommended to clean and disinfect areas associated with bovine housing stabling, 
hospital quarantine pens, feedlot facilities. and agricultural production equipment such as trucks, 
water-proof footwear (such as rubber boots), and associated livestock equipment and instruments. 

COMPANION ANIMALS 

[CONTROLS: Viruses Canine Parvovirus, Distemper, Leptospira canicola, Feline parvovirus, 
Feline herpes and Feline calieivirus. Bacteria of Staphylococcus aureus, Streptococcus pyogenes, 
Klebsiella pneumoniae, and Pseudomonas aeruginosa~ Fungi ofMicrosporum canis.J 

[APPLICATIONS] A 1 % solution ofVirko~ Sis recommended as a "one step,, cleaning and 
disinfecting procedure for all surfaces, equipment. instruments, utensils and cages [ caging 
systems]within [associated with]Veterinary Medical Hospitals, infections disease wards, 
quarantine areas. Humane Society facilities, laboratory animal quarters, grooming and boarding 
facilities. kennels, catteries and animal transportation vehicles. 

Do not immerse metal objects in Virkon,i) S for long periods - IO minutes is maximum contact 
time. 

GREENHOUSES AND HORTICULTURE 

Virkon, Sis intended to disinfect inanimate environmental surfaces, glasshouse structures, 
equipment, utensils, trays, containers, and vehicles in greenhouses and 0U1er horticultural 
settings prior to introduction or reintroduction of plants, seeds, or soil. It is not intended to 
directly affect agricultural production and must not be applied to plants. seeds, or soil. If 
necessary, remove or cover these items prior to use of the product. 

Remove all crop debris, strings and other deposits from structures, empty trays and pots. Power 
wash all the dust off the covering and superstructure and let dry. Using a sprayer or fogger 
saturate all surfaces with a 1 % solution of Virkoll@ S. Let air dry. 

Virkon,g S may also be used to disinfect irrigation tanks and lines. Run a 1 % solution through the 
system or soak equipment in a 1 % solution. Let stand for ten minutes and flush system with clean 
water after treatment. 

Virko¾ S at 0.5-1 %% solution is recommended for use in fogging (wet misting) operations or as 
a supplemental measure either before or after regular cleaning and disinfecting procedures. Fog 
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(wet mist) until the area is moist using automatic foggers according to manufacture s use 
directions. Rinse foggers and sprayers with water following use. 

AQUACULTURE 

Page 9 

Virkofl@ S is intended to disinfect inanimate environmental surfaces associated with aquaculture 
including vehicles, nets, boots, waders, dive suits, hoses, brushes and other similar equipment. 
Virkon® Smay also be used in foot dips. Virkoni1t S must not be applied directly to water. 

Equipment used in separate sites, trutl<s, ponds in aquacultural settings should be disinfected 
before each new use by soaking for 20-30 minutes in a 1 % Virkon® S solution followed by a 
water rinse. 

Virkon® S at 0.5-1 % solution is rcconunended for use in fogging (wet misting) operations or as a 
supplemental measure either before or after regular cleaning and disinfecting procedures. Fog 
(wet mist) until the area is moist using automatic foggers according to manufacture's use 
directions. Rinse foggers and sprayers with water fo11owing use. 

EMERGEN Y DISEASE CONTROL (ANIMAL HEALTII) 

CONTROLS: OIE List A Disease organisms including Foot and Mouth Disease Virus, African 
Horse Sickness Virus, Vesicular Stomatitis Virus, Classical S,,.,ine Fever Virus (Hog Cholera 
Virus), African Swine Fever Virus, Newcastle Disease Virus, and Highly Pathogenic Avian 
Influenza Virus. 

A 1 % olution of Virko°® S i recommended to clean and disinfect agricultural facilities and 
equipment, military facilities and equipment; airport facilities and equipment, port facilities and 
equipment, rail facilities and equipment, quarantine facilities and equipment, slaughter facilities 
and equipment, and other shipping facilities and equipment where animals or soils suspected of 
harboring foot and mouth disease virus might have been previously present. 

Within these facilities, treated objects include but are not limited to vehicles, farm equipment 
(including tractors, ploughing shares, cars and trucks, farm engines, harvesters, loaders, mowers, 
tillers and slaughter machinery), miEtary equipment (including tanks and troop carriers), and 
shipping equipment (pallets, bins, and containers). 

Spray Virkon® S at l % solution to disinfect and clean \Valls, ceilings, floors, deck container 
surfaces, vehicles, wheels, water proof footwear (such as rubber boots), livestock equipment, 
utensils and instrnments. 

Do not immerse metal objects in Virkot\g S for long periods - 10 minutes is maximum contact 
time. 
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INSTITUTIONAL AND SERVICE F ACILTTlES 
(HUMAN HEALTH) 

Page 10 

CONTROLS: Human lmmuno-Deficicncy Virus (HTV) Type 1 (on hard non-porous surfaces), 
StTeptococcus pyogenes, Campylobacter pyloridis, klebsiella pneumoniae, Escherichia coli, 
Salmonella typhimurium, Salmonella choleraesuis, Pseudomonas acruginosa, Staphylococcus 
aureus, Staphylococcus epidcnnidis, and Candida albicans. 

With VirkoD.ii; S, only one product is needed to clean and disinfect all surfaces except acid­
sensitive surfaces such as copper, brass, or aluminum. Do not use Virkon S on these acid­
sensitive surfaces. Avoid splashing Virko°® S solution on textiles or caipets. Virkon® Smay be 
used on carpeting or other textiles only if area is tested for color fastness before use and treated 
area vacuumed when dry. 

Cleaning and Disinfecting Non-food Contact Surface : Remove gross dirt and use 1.0% Virkoll@S 
solution prepared according to the Dilution Chart below. Apply to surface using a mop, sponge, 
brushes or spray device until the surface is visibly clean. Air dry. In cases of fungal or viral 
contamination of non-food contact surfaces, follow these instructfons substituting a 2.0% Virko~ 
S solution . 

Sanitizing Toilet Bowls. After flushing, sprink1e 1 oz. Virko~ S powder around the bo,,tl, scrub with 
a brush, and leave for 10 minutes. Flush. 

CJeaning and Disinfecting Manikins Used in CPR Training: Manikins should be cleaned as soon as 
possible at the end of each class to avoid drying of contaminants on surfaces. Disassemble the 
manikin as directed by the manufacturer's instructions. Thoroughly wash all internal and external 
surfaces and reusable protective face shields with a brush using al% Virkoll@ S solution. Let stand 
for 10 minutes and rinse with potable water. 

Cleaning and Disinfecting Hard, Non-porous Surfaces Suspected of HIV Type 1 Contamination: 
Cover heavy spillage of body fluids ,,ith Virkol¼i S powder. Let stand for 10 minutes, and then scoop 
into plastic bag. Treat bag and its contents as infectious medical waste. Prepare 2% Virkon;si S 
solution according to the Dilution Chart. Apply to surface to be treated using a mop, sponge, brush 
or spray device until the surface is visibly clean. Air dry. 

EMERGENCY RESPONSE AND ON-SITE CLEANUP 

Cover heavy spillage ofbody fluids with Virkoll@ S powder. Let stand for 10 minutes, and then scoop 
into plastic bag. Treat bag and its contents as infectious medical waste. 

Prepare 2% Virko~ S solution according to the Dilution Chart. Apply to surface to be treated using 
a mop, sponge, brush or spray device until the surface is visibly clean. Air dry. 
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STORAGE AND DISPOSAL 

STORAGE : Store in a cool, dry place in tightly closed container away from children. Ahvays 
replace lid after use. 

DISPOSAL: 'Nash empty container thoroughly and dispose in trash. Do not mix this product 
with other chemicals. 
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July 9, 2003 

Document Processing Desk (FINAL) 
Office of Pesticide Programs (7504C) 
Environmental Protection Agency 
Ariel Rios Building 
1200 Pennsylvania Avenue, N.W. 
Washington DC 20460 

Attn: Adam Heyward, P 1 34 
Antimicrobial Divison 

RE: Final Printed Label 

D 
DELTA 

ANALYTICAL 
CORPORATION 

Product name: VJRKON S-EPA Reg.# 62432-1 
Company: Antee International Ltd. 
EPA Letter Dated: March 6, 2003 

Dear Mr. Heyward: 

On behalf of Antee International Ltd., I am submitting the final printed labeling for the product "Virkon 
S." This label incorporates changes per your letter of March 6, 2003 . 

The following documents are enclosed: 

• Applic.ation for Registration of Pesticide fonn 
• EPA letter dated March 6, 2003 
• 3 copies of label 

If you have any questions regarding this submission, please call me at (30 l) 652-5495. 

Sincerely, 

£f~~v4J!J 
Donna Leventhal 
Agent for Antee International Ltd. 

Enclosures 
g:\anteclvirkonslepaO I a final.cover. wpd 

7910 Woodmont Avenue Suite 1000 Bethesda, Maryland 20814 
(30 ) 652-5495 FAX (301) 652-5408 
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'Please read lnsrructlons on reverse before com lcrfn form. Form roved. 0MB No. 2070-0060. A roval ex Ires 05-31-96 

ft oEPA 
United States 

Environmental Protection Agency 
Washinglon, DC 2046D 

D Registration 
D Amendment 
X Other 

OPP Identifier Number 

281379 

A lication for Pesticide - Section I 

1. Cornpany/Prodvct Number 
62432-1 

2 EPA Ptoduci Manager 

Adam Heyward 
3. Prop0S8d Classification 

D None ::J Restrieled 

4. Company/Product (Name) ANTEC INTERNATIONAL LTD. PM# 34 

5. Name and Aeldress of Applicant (lnclvde ZFP Godo) 

ANTEC INTERNAT IONAL LTD. 
c/o Delta Analytical Corp. 
7910 Woodmont Ave. Suite 1000 
Bethesda, MD 20814 

D Check If I/Ii$ is a new addres:, 

VIRKON S 

6. Expedited Review. In ao:ordance with FIFRA Section 3(c)(3)(b)(i), my 
product milar or iden!ic.il in oo~ion and labeling to: 

EPA Reg. No. _________________ _ 

Prodvct Name _________________ _ 

Section - II 

X Final ptinlad labels in respor,se to Agency lettet datcd_~03=/06J=-D._3 __ 
D 'Me Too" Application. 
D Oiher - ex la n below. 

anatlon: Use additional page(s) if ll8cassary. (For secti0f'1 I and Section II.) 

1. Material this Product will bo Paeka ed in: 
•• 

Chil<J-Reslstallt Packaging 
D Yes• 
O NO 

* Certification must 
be submitted. 

Unit Packaging 
O Yes 
ONo 

If "Yes," 
Unit Package wgt. 

Section· Ill 

W1;1ter Soh.1ble Packaging 
OYes 
O No 

If "Yes: 
No. per container Unit Package wgt. No. per container 

2. Type of Container 
D Metal 
0 Plastic 
C Glass 

Paper 
- 01her (Speofy) ___ _ 

3. Loca11on of Nel Contents Information 4. Size{s) of Retail Con1alnor 

L.aoo1 D Container 

. nner In Which Lal:>el Is Affixed lo Product '.J lithograph 
D Paper glued 
0 Stenciled 

Section - IV 

reduct 

u Olt'o8r __________ _ 

1. Contact Pain! Com lete /rems d/rocU b61mv for ide,ntificfltion of mdMdtta/ to oo u,ntacted. if ne<.essfl , to rocess tllis a · <ication. 

Name 

DONNA LEVENTHAL 

Tille 
AGENT FOR 
ANTEC INTERNATIONAL LTD. 

Telephone No. (lndude Area Code) 

301-652-5'~~. : 
•• 

Certification 6. Dau, Application 
Reoeived 

I cenify that the statements I have made or, this form and all at1achments 1hereto are true, acetJrate and complel . I ecknowledgo that any kind • •• • • • • 
of knowm I false or misleadln stat0mllnl ma be unishable b fine or Im r,sonment or both under a llcable law. • • i,-=-:...;.:;.c==..-="'-"'~=='-==.:,;;.;.;.;,~i..;;;.;;===;.;::L.=...=;..:===~~;;.;..;;=;..:;:.c:==-==.;.._-------~: • lSttmped) • • 

I ;~J ::T FOR ANTEC INTERNATIONAL LTD. • :. ::: 

4. Tyµed Name 5. Dale 

DONNA LEVENTHAL 

EPA Form 8570-1 (Rev. 6-94) Previous editions are ob$olete. 
g:\antec\v1rkon \epaO I bfinal.appl. wpd 

7/17/03 

Wl'llto - EPA File Copy (orlglnal) 

• 
•••• • •••• 

•••••• • • •• 
••••• • • • •••• 
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March 6, 2003 

Mr. Jeff Jones 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

Delta Analytical Corp., Agent for 
A11tec lnternatiottal Ltd. 
7910 Woodmont Avenue, Suite 1000 
Bethesda, MD 20814 

Subject: Label Amendment 
Virkon S 
EPA File Symbol Number 62432-1 
Application Dated November 26, 2002 

Dear Mr. Jones: 

OFFICE OF 
PREVENTION. PESTlCIDES AND 

TOXIC SUBSTANC S 

The following amendments, submitted in connection with regi tration under section of the 
Federal Insecticide, Fungicide, and Rodcnticidc Act IFRA), as amended, are acceptable with 
comments listed below: 

Proposed Amendment 

• To add additional pests to label 
• Label changes per EPA letter dated September 1 7, 2002 

LabeJ Comments 

The follm.v1ng label revisions must be made: 

-·· . • • •• 

• 
••• • • • • •• 
• • • • • 

•••••• • •• • • 
• ••••• • • •• 

•• •• • •••• • • • • •••• 
•••• • • •••• 
• • 1. The following arc considered to be "Public Health" microorganisms, therefor,. ~¢hout 

ac-ceptablc efficacy data they must be dcleled from the label. 

• Bacillus subtilis 
• Listeria monocytogencs 
• Avian lnfectious Bronc.hitis ,,irus 

lntemet Address (URL) • http://wvM.epagov 
Recycled/Rl!C'Jclable • Printod Ylilh Vegelatm OA Based Inks on RQC-,,dcd P('lper (Mlnirrium 20% Postoonsurner) 102
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2. On page 1, delete the use in 'Food Processing, inc1uding food handling and food 
preparation areas of restaurants and food processing plants." 

3. On page 9, ddele the heading "Food Processing" so that it reads Institutional and 
Service Facilities (Human Health). 

4. On page 10 in the Storage and Disposal section, correct the spelling of the ·word "other". 

S. In case of an emergency a telephone number (toll free if available) should be listed near 
the first aid statement. 

6. Since this is a master labeling, add the word ' MASTER LABEL ' to the label. 

Other Comment: 

A stamp d copy of the label is enclosed for your records. Submit three (3) copies of the 
revised final printed label before distributing or selling this product. 

Should you have any questions or comments concerning this letter, please contact me at 
(703) 308-6422 or Renae \\lhitaker at (703) 308-7003 . 

nclosure 

Adam Hey\.vard 
ProductManagcr(34) 
Regulatory Management Branch II 
Antimicrobials Division (751 OC) 
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UNITED TATES ENVIRO ... i'MENTAL PROTECTION AGENCY 
Washington, D.C. 20460 

July 22, 2003 

Mr. Jeff Jones 
The agent for 
Antee International Ltd. 
c/o Delta Analytical Corp. 
7910 Woodmont Ave ., Suite 1000 
Bethesda, MD 20814 

Subject: Eight Month Responses to the Peroxy Compounds 
Reregistration Eligibility Decision Document (RED) 
Virkon S 
EPA Registration No. 62432-1 
Reregistration Application dated January 19, 2001 

Dear Mr. Jones: 

OF'""TCE OF 
PREVENTION, PEST ICI DE'S 

AND TOX I C SUBSTANCES 

The product referred to above will be acceptable for reregistration under 
FIFRA Sec. 3 (c) 5 provided that you make the following labeling revisions. Based on the results of 
the data submitted as specified in the Peroxy Compounds RED, the following label revisions are 
required: 

e 1. 

-
This product meets the criterion for Restricted Use Classification (RUP) based on the data 
that placed it in "Toxicity Category I" for primary eye irritation and primary dermal irritation 
categories. In lieu of classifying the subject product for RUP, the precautionary statement 
must be revised to read as follows: 

PRECAUTIONARY STATEMENT 
HAZARD TO HUMANS ANO DOMESTIC ANIMALS 

DANGER 

Corrosive. Causes irreversible eye damage or skin bums. Harmful if 
swallowed or absorbed through the skin. Do not get in eyes, on skin or on 
clothing . Wear goggles (or face shield). Wear protective clothing (long­
sleeve shirt and long pants, socks plus shoes and chemical resistant gloves 
such as water proof gloves) . Wash hands before eating , drinking , chewing 
gum, using tobacco or using the toilet remove contaminated clothing and 
wash clothing before reuse. 
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2. The Spanish signal word "PELIGRO'' must be added to the keep out of reach of children 
statement. 

3. The First Aid statement must read as follows: 

FIRST AID 

IF IN EYES - Hold eye open and rinse slowly and gently with water for 15-20 
minutes. 
- Remove contact lenses, if present, after the first 5 minutes, then 
continue rinsing. 
- Call a poison control center or doctor for treatment advice. 

IF ON SKIN OR - Take off contaminated clothing. 
CLOTHING - Rinse skin immediately with plenty of water for 15-20 minutes. 

- Call a poison control center or doctor for treatment advice 

IF SWALLOWED - Call a Poison Control Center or doctor immediately for treatment 
advice. - Have person sip a glass of water if able to 
swallow. 
- Do not induce vomiting unless told by a Poison Control Center or 
doctor. 
- Do not give anything by mouth to an unconscious person 

HOT LINE NUMBER 

In case of an emergency call toll free (insert 1-800-number). Have the product container or 
label with you when calling a poison control center or doctor or going for treatment. 

NOTE TO PHYSICIAN 

"Probable mucosa! damage may contraindicate the use of gastric lavage." 

The following statements are suggested types of information that may be included, 
if applicable: 

- technical information on symptomatology; 
- use of supportive treatments to maintain life functions; 
- medicine that will counteract the specific physiological 

effects of the pesticide; 
- company telephone number to specific medical personnel who can provide 
specialized medical advice. 

4. The label claims are acceptable regarding the use of a 1 % solution of the product. Virkon 
S, as cleaner-disinfectant against Pseudomanas aeruginosa, Staphylococcus aureus, and 
salmonella cho/eraesuis in the presence of hard water and organic material on hard non­
porous surfaces for a contact time of 1 O minutes. However the label must identify the 
concentration of hard water or organic soil loading. 
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5. The label claims against Campylobacter pylorodis are acceptable. However, more 
information must be provided on the strain used in the study of Campylobacter pylorodis. 
The strain was identified only by the testing laboratory's in-house ID number ("GBL"), and 
the characteristics of that strain are not known. Note also that the Campylobacter pylorodis 
tested was probably Campylobacter pylori, and is now called Helicobacter pylori. 

6. The label claims are not currently acceptable regarding the use of 1 % solution of the 
product, Virkon S as a disinfectant against Escherichia coU, Klebsiella pneumoniae, 
Staphylococcus epidermidis. Streptococcus pyogenes, Salmonella typhimurium and 
Candida albicans in the presence of 400 ppm hard water on hard, non-porous surfaces for 
a contact time of 10 minutes. Although no growth was observed in subcultures of the 
carriers tested , the studies were not conducted in the presence of an organic soil load. 
Page 4 of the label indicates that product "efficacy was determined in the presence of hard 
water and organic material." Therefore, you must provide information that clarifies whether 
the 1989 studies or any other studies were conducted in the presence of an organic soil 
load against the above listed microorganisms. 

e 7. 

• 
The label include claims of effectiveness against Humanimmunodificiency Virus (HIV), 
however, the data submitted did not include studies to confirm the claims of effectiveness 
against HIV for a contact time of minutes (or until air -dried) . The label needs to clearly 
indicate the efficacy relates specifically to HIV type 1. In addition, the label needs to clearly 
indicate the efficacy relates to hard, non-porous surfaces. 

-• 

8. The label claims (as supported by MRID No. 410574-10) are not currently acceptable 
regarding the use of a 1 % solution of the product Virkon S, as a disinfectant against 
Escherichia coli, Klebsiella pneumoniae, Staphylococcus epidermidis, Streptococcus 
pyogenes, Salmonella typhimurium, and Candida albicans in the presence of 400 ppm hard 
water on hard, non-porous surfaces for a contact time of 10 minutes. Although no growth 
was observed in subcultures of the carriers tested, the studies were not conducted in the 
presence of an organic soil load. Page 4 of the label indicates that product "efficacy was 
determined in the presence of hard water and organic material." To maintain these claims, 
you must provide information that clarifies whether the 1989 studies or any other studies 
were conducted in the presence of an organic soil load against the above-listed 
microorganisms . 

General Comments 

The "Notice of Registration" will be issued when you submit three (3) copies of the labeling 
incorporating the above revision. 

This letter does not constitute reregistration. 

For additional labeling clarity and consistency, please refer to the enclosed EPA's Special 
Review and Reregistration Division review dated February 20, 2001 . Submit three (3) copies of the 
revised labeling in accordance with the above label revisions. 
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If you have any questions concerning this matter, please contact me at (703) 308-6422 or 
Lisa McKelvin at (703) 308-7496. 

Enclosure(s) : 
EPA SRRD Review 

Sincerely, 

Adam Heyward 
Product Team (34) 
Regulatory Management Branch II 
Antimicrobials Division (7510C) 
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03/19/2003 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, O.C. 20460 

OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

MEMORAND M: 

Subject: Virkon 311 S 
EPA Reg. No. 62432-1 
Re: PRB Label Assessment 

From: Maria Rivera Piansay Chemist~ 
Product Reregistration Branch 
Special Review and Reregistrntion Division (7508C) 

Through Judy Loranger ("Ju:?l<-t A,,(9~~ 3 / 3 J / a.J 
Product Reregistration Branch 
Special Review and Rcregi~tration Division (7508C) 

To: Marshall S\vindell 
ProductManager33 
Antimicrobials Division (751 OC) 
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BACKGRO ND: Antee International, Ltd. has submitted 5 copie of draft labeling for the 
subject product in its 8 month response to the Peroxy Compounds RED. PRB has completed a 
preliminary ru;scssment of the draft labeling. Since then, the registrant has also submitted a label 
for amendment to the Registration Division and that label was stamped accepted on 08/01 /02. 
PRB has completed its preliminary assessment for product reregistration based on the stamped 
accepted label dated 08/0 l /02. In its assessment PRB has considered the following: 1) Labeling 
requirements specified in the Peroxy Compounds RED; 2) Labeling specified or required in the 
Product Chemistry, Acute Toxicity and Efficacy Reviews~ and 3) Labeling requirements as 
specified in 40 CPR Part 156.10 and associated labeling policy documents such as the Label 
Review Manual or Pesticide Regulation Notices (PRNs). In addition, PRB has made 
recommendations that will improve the comprehension and consistency of all 11roduct labels. 
This document can be accessed electronically on the Lan through the Q:Drive in Word Perfect. 
TI1e path is q:\rd\user\prb\Iabel\062432\00001. 

NOTE: 1bis preliminary assessment contains recommendations intended to assi ·t Product 
Managers in their final review of the pesticide label. Product Managers are encouraged to use all 
or portions of this assessment and then apply their own knowledge of the subject product and the 
product's regulatory history (including comparison with existing stamped accepted labeling) to 
conduct a final review of the label. It is the responsibility of the PM to attain the necessary label 
improvements required for final product reregistration. 

Note to PJ\11: This product als contains the active ingredient sodium chloride addressed in the 
Inorganic Halides RED. No additional labeling is required per the Inorganic Halides RED. 

SUiVlMARY OF FINDINGS: 

I 

IT 

RED Risk Mitigation: 

The subject product label does not contain risk mitigation labeling requirements as 
specified in the Peroxy Compounds RED. 

• The Envirorunenta1 Hazards heading and text must be added to the label. 

Technical ReYicw Requirements: 

Product Chemistry: The subject product label docs not contain the required labeling as 
specified in the product chemistry review by M. Piansay dated 03/28/01. 

• The Physical or Chemical Hazards header and text must be added to lhe label. 
• Revisions are needed to the Storage and Disposal section. 

Acute Toxicity: The subject product label does not contain the required labeling as 
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specified in the acute to icity review by M. Piansay dated 02/20/01. 

• The signal ,vord "PELIGRO" must be added to the label. 
• Th.is product meets the criterion for "Restricted se Classification'' based on data 

that place it in toxicity category I for eye and skin irritation. In lieu of classifying 
the product for rest1icted-use, the product manager may consider requiring 
alternative labeling such as face shield, goggles, safety glasses and/or gloves (to 
mitigate the identified hazards). 

• The F1rst Aid statements must be revised. 
• The Hazards to Humans and Domestic Animals must be revised. 
• Additional ote to Physician statements are recommended. 

Efficacy: As per the efficacy review by E. Mitchell dated 02/03/03 the following 
revisions are required on the label: 

• 

• 

Identify the concentration of hard \.Vater or organic soil loading regarding u.se of 
I% solution of the product against Pseudomonas aeruginosa, Slaphylococcus 
aureus, and Salmonella choleraesuis . 
Delete disinfectant claims against Escherichia coli, Klebsiella pneumoniae, 
Staphylococcus epidermis, Streptococcus pyogenes, Salmonella Lyphimurium, and 
Candida alhicans or provide information that clarifies whether the studies were 
conducted in the presence of an organic soil load against these microorganisms. 

Note to PM: As per the efficacy review, continued approval of label claims agajnst 
"Campylohacter pyloridis" is concurrent with submission of addit1onal information on 
the strain used in the study. Furthermore, the review recommends that claims of 
effectiveness against HIV should be more clearly defined on the label. PRB defers these 
issues to RD. 

Other Labeling Requirements: 

The subject product does not contain the required labeling as specified by 40 CFR Part 
156.10, PR Notices and the Label Review Manual. 

• The Hotline information should be added under Fin,1 Aid. 
• A use restriction statement should be placed under the General Precautions and 

Restrictions heading. 

Note to PM: PRB has no comments to the Agency letter (Adam Heyw·ard to Mr. T. 
Jeffrey Jones) dated 08/01 /02. 

Refer to Appendix 1 for more details and to Appendix II for suggested placement 
information. 
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RECOMMENDATIONS: 

The subject product requires revisions to conform ,vith the Technical Reviews and 

Agency label policies. ubject to final revie\v by the Product Manager, PRB recommends 
that the registrant resubmit to the Product Manager, revised product labeling Lhat 
addresses the deficiencies specified in this reviev.,r and any other deficiencies specified by 
the Product Manager. 

Refer to Appendix I. 
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Appendix I. For Virkon,g S. EPA Reg. o. 62432-1 

PRB Label Analysis 

,I ,, I I 
1 Label Requirement Acceptable 
l ' ,I' 

Restricted Use Pesticide 

Product Name X 

Company Name and X 
Information 

entification Numbers X 

ngredienr.s Statement X 

Net Contem.s X 

KOROC X 

Signal Word 

l I' ,\" 

' 
Precau~ionary Statements X 
Header 

First Aid 

1 Not \\' ,, '.\' ,. 

Acceptable 

' I 111 l I ,I.\ ' 
Comments/Recommendations, 1 

X 

X 

As per the acute toxicity rcyiew dated 02/20/0 I, this product meets 
the criterion for " Restricted Use Classification" based on data that 
place it in toxicity category I for eye and skin irritation. In lieu of 
classifying the product for restricted-use, the product manager may 
consider requiring alternative labeling such as face shield, goggles, 
safety glasses and/or gloves (to mitigate the identified hazards). 

The signal word ·'PELIGRO" must be added to the label. 

See Appendix II for placement. 

Prccautionarv Statements " . 

X As per the acute toxicity review and PR Notice 2001-1, Lhe Fir ·t Aid 
statements must be revised to read as specified below: 

WI EYES: Hold eye open and rinse slowly and gently with water 
for 15-20 minutes. Remove contact lenses, if present, after the first 
five minutC"s , then continue rinsing. Call a poison control center or 
doctor for treatment advice. 

IF ON SKIN OR CLO HING: Take off contaminated clo thing. 
Rinse skin immediately with plenty of water for l 5-20 minutes. Call 
a poison control center or doctol' for treatment advice. 

IF SWALLOW ED: Call a poison control ccntel' or doctor 
immediately for tream1ent advice. Have person sip a glass of water 

(Continued next page) 
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First Aid ( continued) X if ab le to swallow. Do not induce vomiting unless told to by a poison 
control center or a doctor. Do not give anything by mouth to an 
unconscious person. 

Have Lhe product container or label with you when calling a 
poison control center or doctor or going for treatment. 

Hotline information that needs Lo be added to the label as per PR 
Notice 2001 - 1. 

"For additional information in case of emergency call toll free 
(Telephone Number)." 

Note to PM: According to the acute toxicity review, since the 
product is classified as category IV for acute inhalation, no first aid 
statements are required. PRB will have no objection if the registrant 
wishes to retain the inhalation statements currcnlly on the label. 
However. as per PR Notice 2001-1 , the inhalation statements must 
be revised as follows: 

IF INHALED: Moye person to fresh air. lfper 'on is not breathing, 
call 911 or ambulance. then give artificial respiration, preferably 
mouth-to-mouth, if poss i b I c. Ca 11 a poison contro I center or doctor 
for further treatment advice. 

Sec Appendix il for recommended placement. 

Note to Physician X Note to PM: PRB recommends that the "Note to Physician" also 
include text that addresses the eye and dermal irritation concerns and 
should include the following information: 

- technical infonnation on symptomatology, 
- use ofst1pportive treatments to maintain life functions, 
• medicine that will counter act the specific physiological effects of 

the pesticide. 
- company telephone number to specific medical personnel who can 
provide specialized mcclic..i l advice. 

azards to Humans and X As per the acute toxicity review, the HHDA statements mu. t be 
omestic Animals modified as specified bi.llow: 

''Corrosive. Causes irreversible eye damage ur skin burns. Harmful 
if swallowed or absorbed through skin . Do not get in eyes, on skin or 
on clothing. Wash hru1ds ooforc eating, drinking, cht:wing gum, 
using tobacco or using the toilet. Remove contaminated clothing and 
wash clothing bc1<>re reuse." 

PPE X See Appendix II for recommended placement information. 

User Safety Requirements NIA 

Engineering Controls NIA 
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Engineering ontrols IA 

User Safety N/A 
Recommendations 

Environmental Hazard X As per the RED, the following environmental hazard statement 
mui.1 be added to the label: "Do not discharge effluent containing 
these products, into lakes, streams, ponds, estuaries. oceans, or 
public waters unless these products are specifically identified and 
addressed in a NPDES permit. Do not discharge eftluent containing 
these products to sewer systems without previously notifying the 
sewage plant authority. For guidance cont.act yow· State \Vater 
Board or Regional Office of the U.S. Environmental Protection 
Agency." 

Note lo PM: PRB defers to AD regarding the need for the text 
below, required on page 23 of the RED for veterinary uses: 

·This pesticide is toxic to birds, fish and uquatic invertebrates. 
Caution should be used Whl!n applying indoors because pets muy be 
atrik." 

See Appendix n for placemenl 

Physical and Chemical X Per the product chl!mistry review, a PHYSICAL OR CI-0-:MICAL 
Hazarru HAZARDS heading must be added to the label which includes 

statements that address the product's oxidizing capability. 

Sec Appendix II for placement. 

Directions for Use (f'IFRA Text, WPS and Storage and Disposal) 
C 

,II, , • I ,. 

Header "Directions for X 
Use" 

Violation of Federal Law X 
Te, l 

fPS Text NIA 

1011- WPS Text IA 

Storage and Disposal X Per the product chemistry review ru1d the Label Review Manual, the 
Storage and Disposal section must be revised to r~d: 

STORAGc AND DISPOSAL 

Do not contaminate water, food, or feed by storage 
and disposal. 

(Continued next page) 
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Storage and Disposal 
(continued) 

X 
Pesticide Storage: Store in a cool, dry place in tightly 
closed container away from children. Always replace 
lid after use. Do not store in metal containers. 
Pesticide Oisposaf: Wastes resulting from use of this 
product may be disposed of on site or at approved 
waste disposal facility . 
Container Disposal: Wash empty container thoroughly 
and dispose in trash. Do not mix this product with 
other chemicals. 

Note to PM: The registrant should correct the spelling of"other'' 
(othcrb). 

See Appendix U for suggested placement. 

Directions for Use (General Instructions and I.nfomiation) 

,en(;ral Instmctioas and 
formation Sub-Header 

'hemigation/Prohibition 
(if applicable) 

Spray Dtift Labeling 

General Information 
(non-site specific 
infom1ation on uses, 
pests, mixing and loading, 
tank mixing, etc .... ) 

General Precautions and 
Rcstri cti ons 

NIA 

NIA 

N/A 

NIA 

X 

Application Instructions X 

Note to PM: PRB recommends that the statement "Do not immerse 
met.al objects in VJ RKON-S for long periods-10 minutes is 
maximum c011tact time.", currently appearing before the Storage and 
Oisposal section should be placed under the subheading General 
Preeautions and Restrictions. 

Note to PM: PRB defers to AD whether the statements (''Bcc,ause 
pH may affect both the redo potential of the reaction and the 
speciation of the weak hypochlorous acid reaction product, the pH of 
the dilution water must be specified on the labels ofproductc; 
containing potassium peroxymono.:,ulfate and sodium chloride salts. 
The optimum sanitation potential and safe use of the product oc.curs 
in the pH range of7.2 • 7.6.") found on page 23 of the RED should 
be added to the label 

Sec Appendix 11 for suggested placement. 

Directions for Use (Application Instructions) 
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W~tranty Information 

Consistency "vi th label 
instmctions 

X 

Nol false and mi leading NIA 

None 

e • 

e • 

Gcnernl Comments 

Appendix lI 

Suggested Presentation of Label 

Product amc 

Ingredients .................................................................. . 

EPA Registration and Establishment Numbers 

ompany Name, Address, Phone Number 

Net Contents 

KEEP OUT OF REACH OF CHILDREN 

SIGNAL \'\'ORD DANGER PELIGRO 

FIRST AlD 

IF IN EYES *Hold eye open and rinse slowly and gently with wmer for 15~20 minutes. 
*Remove contact lenses, if present after Lhc first 5 minutes, then continue rinsing 
eye. 
*Call a poison control center or doctor for treatment advice. 

JEi'ON SKIN OR *Take off contaminated clothing. 
CLOTHING *Rinse skin immediately ,vith plenty of water for 15-20 minute . 

*Call a poison control center or doctor for treatment advice. 
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IF SWALLOWED * Call poison control center or <lo<.:tor immediately for treatment advice. 
* Ilave person sip a glass of\vatcr if able to swallow. 
* Do not induce vomiting unless told to do so by the poison control center or 
doctor. 
* Do not give anything by mouth to an unconscious person. 

JF INHALED *Move person to fresh air. 
{optional) *If person is not breathing, call 911 or ambulance, then give artificial respiration, 

preferably mouth-to-mouth, if possible. 
•call a poi on control center or d0¢tor for further treatment advice. 

HOT LINE NUMBER 

"Lo cas-e of emergency ca)] toU free number XXXXX." 
"Have the product container or label with you when calling a poison conLTol center or 
doctor or going for treatment." 

NOTE 'IO PHYSICIAN 

PRECAU IONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC Nll\U.LS 

PPE 

ENVIRONl\·IENTAL HAZARDS 

PHYSICAL OR CHEMICAL HAZARDS 

DIRECTTO S FOR USE 

It is a Violation of Federal Law ...... 

STORAGE AND 
DISPOSAL 

General Information (non-site-specific) 

General Precautions and Restrictions 

APPLICATION INSTRUCTIO S (site-specific) 

Application Instructions 
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UNITED TATES ENVIRONMENTAL PROTECTION AGEr 1CY 
WASHINGTON, DC 20460 

February 3, 2003 

OFFICE O. 
PREVEN7ICN, PESTICIDES 
AND TOXIC SUBSTANCES 

MEMORANDUM: 

Subject: 

From: 

Through: 

To: 

Efficacy Review for EPA Reg. No. 62432-1 , "Virkon® S" 
DP Barcode: 0282766 
Case No: 001751 

Emily Mitchell, M.S., Team Leader e /?! d_A l}!Ju..,i.Ll, P(~-5 
Efficacy Evaluation Team · -/ 
Product Science Branch 
Antimicrobials Division (7510C) 

Benjamin Chambliss, Acting PM 36 
Regulatory Management Branch II 
Antimicrobials Division (751 OC) 

Barbara Briscoe Neronica Dutch 
Product Science Branch 
Special Review and Reregistration Division (7508C) 

Applicant: Antee International Ltd . e Sudbury, Suffolk, England 

• Formulation From Label: 

Active lngredient(s} 
Potassium peroxymonosulfate .... ................... ........ .. ........... .. . 
Sodium Chloride ............. ..... .. ..... .. ........................... ............. . 
Inert lngredient(s} ........ ............ ............. .. .......... ..... ..... ..... . 
Total .... ....... .... .. .............. ..... ... ............................ ..... .. ..... .... . . 

% bywt. 
20.4% 

1.5% 
78.1% 

100.00% 
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BACKGROUND 

The product, Virkon S (EPA Reg. No. 62432-1 ), is an EPA-approved disinfectant 
(bactericide, virucide, and fungicide) for use on hard, non-porous surfaces in industrial, 
animal, and agricultural facilities, and institutional and food processing facilities. The 
product label claims that wefficacy was determined in the presence of hard water and 
organic material. n This report documents the review of product-specific data submitted 
by the applicant for the 8 month response for re-registration . The data package 
contained efficacy data for 9 bacteria and 1 yeast. All studies were conducted at 
Gibraltar Biological Laboratories, Inc. located at 122 Fairfield Road, Fairfield , New 
Jersey 07006. 

This data package contained EPA Form 8570-4 (Confidential Statement of 
Formula), two studies (MRID Nos. 410574-10 and 410574-11), Statements of No Data 
Confidentiality Claims for both studies, and a label (date stamped by EPA on October 4, 
1994). 

II USE DIRECTIONS 

The product is designed to be used as a broad spectrum disinfectant on hard, 
non-porous surfaces such as floors, walls, equipment, utensils, housing (e.g., chutes, 
stalls, cages), vehicles, and water-proof footwear. Directions on the last accepted label 
(dated August 1, 2002) provide the following information regarding preparation and use 
of the product as a disinfectant: General Instructions for poultry and farm 
premises: Remove all animals, vehicles, enclosures, litter, feeding and watering 
appliances. Thoroughly clean all surfaces with soap or detergent. Rinse with water. 
Saturate surfaces with a 1 % solution of the product for 10 minutes. Immerse any other 
equipment used (ropes. forks, shovels, etc.). Ventilate areas until dried. Thoroughly 
scrub food contact materials with soap or detergent. Rinse with potable water before 
reuse. Can be used in foggers and in pressure washers. To control airborne 
diseases: Use sprayer with fine setting. Spray 1 % solution 2-3 minutes twice daily. 
Rinse sprayers with water after use . 

Ill AGENCY STANDARDS FOR PROPOSED CLAIMS 

Disinfectants for Use on Hard Surfaces (Against a Broad Spectrum of Microorganisms) 

The effectiveness of disinfectants for use on hard surfaces must be 
substantiated by data derived using the AOAC Use-Dilution Method (for water soluble 
powders and liquid products) or the AOAC Germicidal Spray Products Test (for spray 
products). Sixty carriers must be tested with each of 3 product samples, representing 3 
different batches, one of which is at least 60 days old, against Salmonella choleraesuis 
(ATCC 10708) and Staphylococcus aureus (ATCC 6538). To support products labeled 
as "general disinfectants", killing on 59 out of 60 carriers is required to provide 
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effectiveness. at the, 9i5'% confidence level. The above Agency standards are presented 
in DIS/TSS-1 . 

Effectiveness of disinfectants against specifi<c microorg1anisms othe,r than those 
named in the AOAC Use-Dilution Method, AOAC Germicidal Spray Products Test, 
AOAC Fungicidal Test, and AOAC Tuberc1.1loddal, Activity IMethod. but not including 
viruses. must be dete1rmined by either the AOAC Use-DilluUon Method or the AOAG 
Germicidal Spray Products Test. Ten carriers must be tested against each specific 
microorganism wi,tt, each of 2 product samples 1 representing 2 different batches, To 
support products labe,led as '"disinfectants" for specific microo1r,ganisms ,(other than 
those microorganisms named in the above test methods), killing of the specific 
microorganism on all carriers is required. In addition, plate count data must be 
submitted for each microorganism to demonstrat.e, that a concentrat1ion of at least 104 

microorganisms survived the carnier-drying step. These Agency standards are also 
presented in D!S/TSS-1. 

Supplemental Claims 

An antlmicrobial agent identified as, a 1'one-step~ deaner-dis.infectantt, cleaner­
sanitizer, or one intended to be effective in the presence of organic soil must be tested 
for efficacy with an appropriate organic soil load. such as 5 percent serum. These 
Agency standards are presented in DIS/TSS-2. 

The hard water tolerance level may differ with the level of antimicrobial activity 
{e.g., sanitizer vs. disinfectant) claimed . To establish disinfectant efficacy in hard wateir, 
an microorganisms (bacteria, fungi, viruses) claimed to be contr,oll,ed must be tested by 
the appropriate Recommended Method at the same hard water tolerance level. These 
Agency standards ar,e also pr,esented in DIS/TSS-2. 

l1V COMMENTS ON THE SUBMlTTED EF1F lC.ACY STUDIES 

1. MRID 410574-10 "EPA Supplemental 'Registration ofVirkon S 
Disinfectant, .ADAC Use Dilution Test", by Da.niel L. Prince. Study 
conducted at Gibraltar Biological Laboratories, Inc. Study completion date 
- Fe,bruary 16, t989. 

This study was conducted against bacteria Escherichia coli (GBL=642), 
KJebsiella pneumrmiae (GBL==132), Staphylococcus epidermidis (GBL=6), 
Campylobacter pyloridis (GBL=775), Streptococcus pyogenes (GBL=7), and 
Salmonella typhimurium (GBL=106), and yeast Candida aJbicans (GBL=648). The 
origin/nature of each of these strains was not specified. Two lots (Lot Nos. 01809160 
and 02809'160) of the product,, Vi1rkon S Powder, were tested using ·the AOAC Usre~ 
'Dilution Method as described in the AOAC Official Methods of Analysis1 141n Edition, 
1984. A use solution was made by diluting 5 grams of powder with 500 ml of 400 ppm 
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AOAC hard water (titration results not provided), resulting in a 1% solution. Ten (10) 
stainless steel penicylinders carriers were tested per each product lot against each test 
organism. Campylobacter pyloridis was the only organism tested in the presence of an 
organic soil load (5% serum). The carriers were immersed in 20 ml of 48-hour old 
cultures of each organism for 15 minutes. The carriers then were dried for 40 minutes 
at 35±1 °C. The contaminated penicylinders were allowed to remain in contact with the 
use solution for 10 minutes at 20-25°C. The recovery broth was 10 ml of Letheen 
Broth (Letheen Broth with 5% serum for Campy/obacter pyloridis). The subcultures 
were incubated for 48 hours at 35±1 °C, and then observed for typical growth. Controls 
included population verification, neutralization verification , and viability. 

2. MRIO 41057 4-11 "Primary Registration, AOAC Use-Dilution on Virkon S 
Powder", by Danlef L. Prince. Gibraltar Biological laboratories, Inc. Study 
completion date - January 26, 1989. 

This study was conducted against Pseudomonas aeruginosa (A TCC 15442), 
Staphylococcus aureus (A TCC 6538), and Salmonella choleraesuis (A TCC 10708) in 
the presence of a 5% organic soil load (calf serum). Three lots (Lot Nos. 01809160, 
02809160 and 03809160) of the product, Virkon S Powder, were tested using the 
AOAC Use-Dilution Method as described in the AOAC Official Methods of Analysis, 14th 

Edition, 1984. All three product lots were at least 60 days old at the time of testing. A 
use solution was made by diluting the product 1 % in 400 ppm AOAC hard water 
(titration results not provided). Sixty (60) stainless steel penicylinders carriers were 
tested per each product lot against each test organism. The carriers were immersed in 
20 ml of 48-hour old cultures of each organism for 15 minutes. The carriers then were 
dried for 40 minutes at 35±1°C. The contaminated penicylinders were immersed in 10 
ml of use solution. The carriers were allowed to remain in contact with the product for 
10 minutes at 20°C (shaken three times each). After exposure, the carriers were 
placed in 10 ml of Letheen Broth containing Lecithin and Tween 80. The subcultures 
were incubated for 48 hours at 35±1 °C, and observed for typical growth. Controls 
included population verification, neutralization verification, and viability . 
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V RESULTS 

Note: The study reports are not completely legible; the MRIDs are labeled "best 
available copy." PSB has made every effort to transcribe the information accurately. 

No +fTotal No. Tested 

MRID Organism Lot No. Lot No. Lot No. Viability 
Number 01809160 02809160 03809160 (CFU/ 

carrier) 

410574-10 Escherichia coli 0/10 0/10 - not legible 

Klebsiel/a pneumoniae 0/10 0/10 - 2.9 X 106 

Staphylococcus epidermidis 0/10 0/10 - 9.3 X 10~ 

Campyfobacter pyloridis 0/10 0/10 - not legible 

Streptococcus pyogenes 0/10 0/10 - 4.1 X 104 

Salmonella typhimurium 0/10 0/10 - not legible 

Candida albicans 0/10 0/10 - 3.7 X 10~ 

410574-11 Pseudomonas aeruglnosa 0/60 0/60 0/60 1.5 X 106 

1.8x106 

3.7 X 105 

Staphylococcus aureus 0/60* 0/60 0/60 7.2 X 104 

1.3 X 106 

not legible 
Salmonella choleraesuis 0/60"' 0/60 0/60 1.6 X 106 

4.2 X 105 

1.6 X 106 

* The Lot Number in the Results Table in the MRID was identified as Lot No. 01809106. 
PSB assumes that this is a typographical error . 

VI CONCLUSIONS 

1. The submitted efficacy data (MRID No. 410574-11) support the use of a 1% solution 
of the product, Virkon S, as a disinfectant with bactericidal activity when tested against 
Pseudomonas aeruginosa, Staphylococcus aureus, and Salmonella choleraesuis in the 
presence of a 5% organic soil load (calf serum) and 400 ppm hard water on hard, non­
porous surfaces for a contact time of 10 minutes. No growth was observed in the 
subcultures of the carriers tested against three lots of the product. The dried carrier 
counts (where the reported data were legible) were at least 104 CFU/carrier. Controls 
behaved as expected. Neutralization verification testing showed positive growth of the 
organisms. 
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2. The submitted efficacy data (MRID No. 410574-10) support the use of a 1% solution 
of the product, Virkon S, as a disinfectant when tested against Escherichia coli, 
Klebsiella pneumoniae, Staphylococcus epidermidis, Campylobacter pyloridis, 
Streptococcus pyogenes, Salmonella typhimurium, and Candida albicans in the 
presence of 400 ppm hard water on hard, non-porous surfaces for a contact time of 10 
minutes. No growth was observed in the subcultures of the carriers tested against two 
lots of the product. The dried carrier counts (where the reported data were legible) 
were at least 104 CFU/carrier. Controls behaved as expected. Neutralization 
verification testing showed positive growth of the organisms. 

Note: Only Campylobacter pylordis was tested in the presence of an organic soil load 
(5% serum). 

VII RECOMMENDATIONS 

1. The label claims (as supported by MRID No. 410574-11) are acceptable regarding 
the use of a 1 % solution of the product, Virkon S, as a cleaner-disinfectant against 
Pseudomonas aeruginosa, Staphylococcus aureus, and Salmonella choleraesuis "in 
the presence of hard water and organic material" on hard, non-porous surfaces for a 
contact time of 10 minutes. 

Note: The label should identify the concentration of hard water or organic soil loading. 

2. The label claims (as supported by MRID No. 410574-10) against "Campyfobacter 
pyloridis" are acceptable; testing of this organism was performed "in the presence of 
hard water and organic material.·· Prior to continuing approval of label claims for 
"Campylobacter pyforidis," The registrant should provide more information on the strain 
used in the study. The strain was identified only by the testing laboratory's in-house 
identification number ("GBL"), and the characteristics of that strain are not known. Note 
also that the "Campylobacter pyloridis" tested was probably Campylobacter pylori, and 
is now called Heficobacter pylori 

3. The label claims (as supported by MRID No. 410574-10) are not currently acceptable 
regarding the use of a 1 % solution of the product, Virkon S, as a disinfectant against 
Escherichia coli, Klebsiella pneumoniae, Staphylococcus epidermidis, Streptococcus 
pyogenes, SalmoneJ/a typhimurium, and Candida albicans in the presence of 400 ppm 
hard water on hard, non-porous surfaces for a contact time of 10 minutes. Although no 
growth was observed in subcultures of the carriers tested, the studies were not 
conducted in the presence of an organic soil load. Page 4 of the label indicates that 
product "efficacy was determined in the presence of hard water and organic material". 
Prior to continuing approval of the product label, the registrant should provide 
information that clarifies whether the 1989 studies or any other studies were conducted 
in the presence of an organic soil load against the above-listed microorganisms. 
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4. The label includes claims of effectiveness against Human Immunodeficiency Virus 
(HIV); however, the data package did not include studies to confirm these claims. PSB 
reviewed data supporting claims of effectiveness against HIV in August 2002 [see 
0282057; MRID No. 456371-01] . Prior to continuing approval of the product label, the 
PM may wish to request that the applicant revise the HIV claims on the product label so 
that the claims are more clear. 
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Ms. Veronica Dutch 
Product Reregistration Branch, SRRD 
US EPA 
Washington, DC 20460 

D 
DELTA 

ANALYTICAL 
CORPORATION 

March 22. 2001 

Subject EPA Reg. No. 62432-1 ; Telephone Conversations with Maria Piansay 

• Dear Ms. Dute~ 

e • 

Following up on recent telephone conversations with Maria Piansay, I am submitting the 
following documents related to the registration of Virkon (EPA Reg. o. 62432-1 ): 

• Revised Confidential Statement of Formula; EPA Form 8570-4 
• Revised Product Label 

Let me know if you have any questions regarding this ubmission or if r need to ~'Upply additional 
information. 

Sincerely, 

T. Jeffrey Jones, Agent 
Antee International Ltd. 
Enclosures 

•••••• • • • • • ...... 
• • •• 

••••• • • ••••• 

79 l0 Vfo:x:lrnonl Aven.;.12 Sl.lite 1000 Bethesda, lv1aq1ana ?.0814 
(301: 652-5495 FAX (301) G52-54G8 

• • • • • •••• 
• 

••• • • • ••• 
• • • • • •••• 

• 
• ••• • • •••• 

• • •••••• • 
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VlRKON-S Oil 

BROAD SPECTRUM DISINFECT ANT 

For Use in Cleaning and Disinfecting Industrial, Animal and Agricultural Facilities 

ACTIVE INGREDIENTS: 
Potassium peroxymonosulfate ............................. . 
Sodium Chloride ............................... .............. . 
INERT INGREDIENTS ................................... . 
TOTAI.. ...................................................... .. 

Equivalent to 9.75% Available Chlorine 

21.42% 
1.50% 

77.08% 
100.00% 

KEEP OUT OF REACH OF CHILDREN 

DANGER 

See Back [Side] Pan.elf s] for Additional Precautions 

_ lbs. L) Net Weight 

Page 1 

EPA Reg. No. 62432-1 EPA Est. No. 62432-EN-001 

ANTEC INTERNATIONAL LTD. 
Windham Road, Chilton Industrial Estates 

Sudbury Suffolk COlO 6XD, England 
Tel: (1787) 77305 Telex: 987495 Fax: (1787) 310846 

VlRKON S is a registered trademark of and manufactured by Antee International Limited 
US Patent No. 4822512 

••• • • • • • • • 

• • • ••• • • • • ••• •• • •••••• • • • • • • • •••• 

• • • • •••• 

• ••• • • • • • • • • • • • • • • • • • ••• • • •• • • 
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e,Q~!l10.E-~,~ 
~~ 
Fistulous withcra (Poll Evil) 
Taylorella equigenitalis 
Streptococcus equi (Strangles) 
Pseudomonas mallei 

·~~~~~ £a~1 
Bordetella bronchiseptica 

EQUINE VIRUSES 
African Horse Sickness 
African Vrral Arteritis 

(Pink Eye) 
Coital Exantberma 
Myeloencepbalopathy 
Rhinopneumonitis 
Equine Infectious Anemia 

(Swamp Fever) 
Equine papillom:atosis 
Equine Contagious Abortion 
Adenovirus Pneumonia 
Equine lnfluema (The Cough) 

BOVINE BACTERlA 
Moraxella bovis 
Mycobacterium bovis 
Haemophilus somnus 

BOVINE VIRUSES 
Calf rotavirns 
lnfcctive Bovine 

Rhinotracheitis 
Bovine Adenovirus Type 4 
Pseudorabies 
Foot & Mouth Disease 

BOVJNEFUNGI 
Fusarium moniliforme 

••• • • • •• • 

• • • • • • 

EFFECTIVE AGAINST: 

~~.~~ BACTERIA 
~~A~' --

Streptococcus pyogenes 
Campylobacter pyloridis 
Klebsiella pneumoniae 
Escherichia coli 
Salmonella typhimurium 
Salmonella choleaesuis 
Pseudomonas aeruginosa 
Staphylococcus aureus 
Staphylococcus epidermidis 
Mycoplasma gallisepticum 
Clostridium perfringens 
Bordetella avium ~-'Y. ~~ .. :.:...:. ·'..k VIRUSES 
Newcastle Disease 
Infectious Bronchitis 
Infectious Bursal Disease 
Avian Laryngotrachcitis 
Avian lnfluenz.a 
Marek's Disease 

•• lijt,~ 
Turkey Herpes Virus 
Duck Herpes Vuus 
Duck Viral Enteritis 

~@I1i~~i¥ ru GI 

• • • • 

Aspergillus flavus 
A~pcrgillus fum.igatuS 
Candida albicans 

• • • ••• • • • • ••• •• • • • • • •• • • • • • • • • ••• 

• ••• • • • • • • • • • • • • • • • • • • ••• • ••• 
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SWINE BACTERIA 
Bordetclla broncbiseptica 
Pasteurclla multocida 
ActinobaciUus 

pleuropneumonia 
Trcponema hyodysenteria 
Clostridium perfringens 

SW1NE VIRUSES 
Hog Cholera 
Swine Influenza 
Porcine parvovirus 
Rotavrral diarrhea 
Vesicular stomatitis 
Pscudorabies 
Porcine Reproductive and 

Respiratory Syndrome 
(PRRS) 

African Swine Fever 
Foot and Mouth Disease 

SW1NEFUNGI 
Fusarium moniliformc 

COMP ANION ANIMALS 
BACTERIA 
Streptococcus aureus 
Streptococcus pyogcnes 
Klcbsiclla pneumoniac 
Pscudomonas aeruginosa 

VIRUSES 
Canine Parvovirus 
Distemper 
Leptospirn canicola 
Feline parvovirus 
Feline herpes 
Feline calicivirus 

F GI 
Microsporum canis 
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PRECAUDO ARY STATElvfENTS 
HAZARDS TO HUMANS AND DOMESTIC ANlMALS 

DANGER 

Page3 

tpowder is corrosive. Causes skin bums and irreversible eye damage. Harmful if swallowed, absorbed through 
skin, or inhaled. Do not get in eyes, on skin. or on clothing. Wear protective clothing and rubber gloves. Avoid 
!breathing dust. Wear goggles, face shield, or safety glasses. Wash thoroughly with soap and water after handling. 
!Remove contaminated clothing and wash before reuse. Corrosive statement refers to powder only not in use 
solution. 

FIRST AID 

.IF IN EYES: Hold eyelids open and flush with a steady, gentle stream of water for 15 minutes. Get prompt 
memcal attention. 
.IF ON SKJN: Wash with plenty of soap and water. Get medical attention if irritation persists. 
1F INHALED: If symptoms of coughing, choking, or wheezing are troublesome. remove to fresh air and seek 
medical attention. 
IF SW ALLOWED: Drink promptly a Jargc quantity of water. Avoid alcohol. Get immediate medical attention. 
NOTICE TO PHYSICIAN: Probable mucosal damage may contraindicate the use of gastric Javage. 

BROAD SPECTRUM DISINFECT ANT 
VlRKON-S is effective against numerous microorganisms affecting animals: viruses, gram positive and gram 
negative bacteria, fungi (molds and yeasts), and mycoplasma. Efficacy was determined in the presence of hard 
water and organic material. VIRKON-S passes the AOAC germicidal and detergent sanitizer test at a 
concentration o/0.5% (1:200) in the presence o/200 ppm hard water. 

DIRECTIONS FOR USE 
Federal law prohibits use ofthis product in a manner inconsistent with its labeling 

This powder fommla is easily diluted for use in manual or machine operations . 

VIRKON-SDILUTION CHART 
Fill contai11er with desired amount of water and add VTRKON-S powder to achieve recommended solution 
concentration. 

Q11antity of Water Amount of Powder for 1% Solution 

I Quart O.J.orfnces• ••• 
1 Gallon :: ·· .. • J. o• ntleS• •• 

10 Gallons 13.4inmcH • •• 

50 Gallons 66.8 ounces . 

1.3 oz. measurlrrg 5coop , prowJeJ. : : : - ... 
• • • • • • • 

• • • • • • • • •• • • • • • • • •••• 
• • • • •• 

Amount of Powder for 2% Solution 

0. 7 ounces 

2. 7 ounces 

26.7 ounces 

133.5 ounces 
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Add {1.1 oz. (I scoop) of VIRKON-SJ {the contents of one VIRKON-S packet/ to one gallon of 
· - ~ warm water. Solutions are stable for 7 days. Do not soak metal objects for long periods - 10 

minutes is maximum necessary contact time. One gallon of solution is sufficient to treat 135 sq. 

e • 

e • 

ft. 

POULTRY [AND RATITE PRODUCTION] 

CONTROLS: Viruses ofNewcastlc Disease, Infectious Bronchitis, Infectious Bursal Disease, Avian 
Laryngotracheitis, Marek,s Disease, Egg Drop Syndrome, Avian Influenza, Turkey Herpes Virus and 
Duck Viral Enteritis. Fungi (molds and yeasts - Aspergillus tlavus, Aspergillus fumigatus and 
Candida albicans. Bacteria - Streptococcus pyogenes, Campyiobactcr pylori.dis, Klebsiella 
pneumoniae, Escherichia col~ Salmonella typhimurium, Salmonella chloeraesuis, Pseudomonas 
aeroginosa, Staphylococcus aureus, Staphylococcus epidermidis, Bordetella avium and Mycoplasma 
gaJlisepticum. 

HATCHERIES: VIRKON-S at l % solution can be used for cleaning and disinfecting batchers, setters, 
evaporative coolers, hwnidifying systems, ceiling fans, chicken houses, transfer trucks, trays, and plastic 
chick boxes (use 2% solution for Mycoplasma, Aspergillus flavus and Aspergillus fumigatus) . 
VIRKON-S at 1-2% solution is rcconnncnde<l for use in fogging (wet misting) operations as a 
supplemental measure either before or aft.er regular cleaning and disi,ifecting procedures. Fog (wet 
mist) until the area is moist using automatic foggers according to manufacturer's use directions. 

BROILER/BREEDER HOUSES: Remove chickens [birds], feed, and water troughs, then remove 
manure and litter. Spray floors and walls with VIRKON~S at 1% solution. Thoroughly wash waterers 
and feeders with a 1 % solution ofVIRK.ON-S (use 2% solution for Mycoplasma, Aspergillus flavus and 
Aspcrgillus fumigatus ). After contact for 10 minutes, rinse wiJh water. Do not house poultry or use 
equipment until treatment has dried. 

FOR ATR SANITIZING: Use VJRKON-S at 1-2% solution, and fog until surfaces arc moist. Allow 
at least 2 hours before entering treated area. Rinse Joggers and sprayers with water following use. 

PROCESSING PLANTS: Spray VJRKON-S at 1 % solution to disinfect and clean walls_. ceiling and 
floors. 

SWINE [PRODUCTION] 

CONTROLS: Viruses of Hog Chol~a( Swine. &Qfluenza, Porcine Parvovirus, Pseudorabies, Porcine 
Reproductive and Respiratory Syndr~t (fi!.R~ Rotoviral Diarrhea, African Swine Fever and Foot 
and Mouth Disease. Bacteria of Piooro~u,oonia, Treponcma hyodysentcriae, and Clostridium 
pcrfringens. Fungi: Fusariwn moniliformc . 

••• • • ••• • • • • • • • • • • • .. • • • • • • • • • • • •• • • • • • • • • • •• • ••• 
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VIRKON-S at 1 % solution is recommended for cleaning and disinfecting farrowing units, 
nurseries,jinisher houses and processing plants (use a 2% solution for Mycoplasma. Aspergillus 
flavus and Aspergillus fumigatus.) 

VIRKON~S at 1-2% solution is recommended for use in fogging (wet misting) operations or as a 
supplemental measure either before or after regular cleaning and disinfecting procedures. Fog 
(wet mist) until the area is moist using automatic foggers according to manufacture's use directions. 
Rinse foggers and sprayers with water following use. 

EQUINE [PRODUCTION] 

BROAD SPECTRUM EQUINE DISINFECT ANr/DETERGANT/W ASH FOR CLEANlNG AND 
DISINFECTING ST ABLES, EQUIPMENT, AND AERIAL DISINFECTION 

CONTROLS 
Viruses of African Horse Sickness, Equine Viral Arteritis (Pink Eye), Coital Exanthenna, 
Myeloenccphalopathy, Rhinopneumonitis, Equine Contagious Abortion, Equine Papillomatosis, 
Equine Infectious anemia (Swamp Fever), Adenovirus Pneumonia, Equine Influenza (The Cough) 
and Rhinitis. Bacterial: Clostridial Diarrhea, Fistulous Withers (Poll Evil), Taylorella equigenitalis, 
Bordetella bronchiseptica, Streptococcus equi (Strangles) and Pseudomonas maflei (Glanders). 
Fungi: Dennatophytosis (Ringworm), Dcnnatophylosis (Mud Fever), and Fusariummoniliforme. 

APPLICATIONS: For cleaning and disinfecting all surfaces, equipment. utensils and instruments in 
Veterinary practices [, kennels, stables, catteries, etc]. 

Stables, [Horse Boxes, ][Box ]Stalls, Tack ,[Equipment,] and Feed Rooms: Thoroughly clean and 
dry [dry clean] surfaces, then wash the area manually or with pressure washer with a 1% VIRK.ON­
S solution. Rinse with clean water . 
Blankets, [Saddle Pads] [and] Rugs: Shampoo by band or spray lightly with a hand-sprayer aod 
leave to dry. Shake or vacuum to remove residue. 
Aerial Spraying to control airborne diseases: Use a hand [or knapsack/ sprayer with fine setting, 
or an automatic spraying system. Spray a 1% VIRKON-S solution for 2-3 minutes twice daily[, 
first thing in the morning and last thing at night]. Rinse sprayer: with water after use. 

BOl'JN? ["-ODUCTION) 
• •• •• • • • • • •• • • • • • 

CONTROLS: Viruses of Calf rotavirut, Infectious Bovine Rhinotracheitis, Bovine Adcnovirus Type 
4 and Pseudorabies; Bacteri::i ofMaraxella bovis, Haemophilus somnus and Mycobacterium bovis; .•. " . . . ... . 
Fungi of Fusarium moniliformi. : : : • • • : • . . ~ . . . . . 

•• • • • • • • • • ••• • • •• 
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A 1% olution ofVlRK.ON-S is recommended to clean and disinfect areas associated with bovine 
··- ~ housing [stabling], hospital [quarantineJ pens and feedlot facilities. 

e • 

e • 

COMP ANION ANIMALS 

CONTROLS: Viruses Canine Parvovirus, Distemper, Leptospira canicola, Feline parvovirus, Feline 
herpes and Feline calicivirus. Bacteria of Staphylococcus aureus, Streptococcus pyogcnes, Klebsiella 
pnewnoniae, and Pscudomonas aeruginosa; Fungi of Microsporum canis. 

[APPLICATIONS:] A 1% solution ofVIRKON-S is recommended as a "one step" cleaning and 
disinfecting procedure for all surfaces} equipment instruments, utensils and cages [ caging 
systems]wrthin [associated with][Veterinary Medical Hospitals,] [infections disease wards,] 
[quarantine areas,] [Humane Society facilities] (laboratory animal quarters,] grooming and boarding 
facilities, kennels, catteries and animal transportation vehicles. 

Do not immerse metal objects in VIRK.ON-S for long periods - 10 minutes is maximum contact time. 

STORAGE AND DISPOSAL 
STORAGE: Store in a cool, dry place in tightly closed container away from children. Always 
replace lid after use. 
DISPOSAL: Wash empty container thoroughly and dispose in trash. Do not mix this product with 
other chemicals 

• • • • •• • • • • .... •• • • • • • •• • • • • • • • • ••• 

••• • • ••• • • • • • • • • .. • . • • • • • • • • • • I' • •• • • • • • • • • ••• • ••• 

c:\antec\Virkon S label proposal 22 March 200 I .wpd 

131



e • 

-• 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

February 20, 20()1 

OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

MEMORANDUM: 

Subject: 

From: 

To: 

Applicant: 

EPA Reg. No.: 62432-1/Virkon S 
DP Barcodes: D272689 
Case No.: 4072 

Maria Rivera Piansay, Chemi t ~ l~~~-- ·~ 
Product Reregistration Branch 
Special Review and Reregistration Division (7508C) 

Veronica Dutch CRM 
Product Reregistration Branch 
Special Review and Reregistration Divi ion (7508C) 

Antee International, Ltd. 
Chilton Industrial Estate 
Sudbury, Suffolk COlO 6XD 
England 

FORMULATION FROM EPA Reg. No. 62432-1 LABEL: 
% bywt 

Active Ingredlent(s): 
Pota sium peroxymonosulfate ............................................................. 20.4% 
Sodium Chloride .............................................................................. 1.5% 
Inert Inc:redienl(s): ..... ..................................................................... 78.1 % 

Total: 100.0% 

1 
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BACKGROUND: 

In the 8 month response to the Peroxy Compounds RED, the registrant submitted acute 
oral, acute dermal, acute inhalation, primary eye irritation, primary skin irritation, and skin 
sensitization studies in support of the reregistration of EPA Reg. No. 62432-1. The MRID 
numbers are as fol1ows: 410574-02 (81-1), 410574-03 (81-2) 410574-04 (81-3), 410574-05 
(81 -4), 410574-07 (81-5) and 410574-09 (81 -6). The studies were conducted by Biosearch 
Incorporated and the test material used in the studies was Virkon-S, EPA Reg. 62432-1. 

The subject product is listed in the "No Batch" table of the Peroxy Compounds RED. 

RECOMMENDATIONS: 

• The submitted studies on acute oral , acute dennal , and acute inhalation toxicities are 
acceptable to support this product. 

• The primary eye and primary skin irritation studies show that the product is a severe 
irritant therefore the studies are 0 Self-validated" and the product is placed in toxicity 
category I for primary eye and skin irritation. 

• The skin sensitization study is not acceptable because the results of the screening test 
were not included. The Agency is not able to confirm that the concentration tested (5 % 
w/v) was the highest concentration that would evoke mild to moderate irritation. 
However due to the primary skin irritation study that shows that the product is 
corrosive to the skin (category I), PRB/SRRD will waive the skin sensitization 
requirement for this product and the product will be classified as a non-sensitizer. 

The acute toxicity profile for EPA Reg. No. 62432-1 is currently: 

Acute Oral m Acceptable 
Acute Dermal III Acceptable 
Acute Inhalation IV Acceptable 
Primary Eye I Self-validated 
Primary Dermal I Self-validated 
Skin Sensitization Not a sensitizer Waived 

2 
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LABELING: 

ID #: 062432-0000 I VIRKO S 

RESTRICTED USE CLASSIFICATION RECOMMENDED 

Due to eye irritation, dermal irritation toxicity categories. 

The PM Team should decide if restricted u e cla sification i 
necessary or if alternative labeling will allay the requirement for 
re tricted use classification. 

STGNA WORD: D GER PELIGRO 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS: 

Corrosive. Cau es irreversible eye damage or skin bums. Harmful if 
swallowed or ab orbed through skin. Do not get in eyes, on skin or on 
clothing Wear coveralls over long-sleeved shirt and long pants, 
socks and chemical resistant footwear, goggles or face shield and 
chemical resistant gloves* (such as rubber or waterproof, selection Category A). Wash 
hands before eating, drinking, chewing gum, using tobacco or using the toilet. Remove 
contaminated clothing and wash clothing before reuse. 

FIRST AID: 

IF IN EYES: Hold eye open and rinse slowly and gently with water for 
15-20 minutes. Remove contact lenses, if present, after the first 5 
minutes, then continue rinsing eye. Call poison control center or 
doctor for treatment advice. 

IF ON SKIN OR CLOTIDNG: Take off contaminated clothing. Rinse skin 
immediately with plenty of water for 15-20 minutes. Call a poison 
control center or doctor for treatment advice. 

IF SW ALLOWED: Call a poison control center or doctor immediately for 
treatment advice. Have person sip a glass of water if able to swallow. 
Do not induce vomiting unles, told to by a poison control center or 
doctor. Do not give anything by mouth to an uncon cious person. 

Have the product container or label with you when calling a poison control center or 
doctor or going for treatment. You may also contact 1-800-x..u-x.o-x for emergency 
medical treatment information. 
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NOTE TO PHYSICIAN: The following "Note to Physician" statement is required for the 
subject product: 

Probable mucosal damage may contraindicate the use of gastric lavage. 

ote to PM/CRM/Registrant: The proposed label should contain a "Note 
to Physician" which addresses the category J eye and skin irritation. The following 
statements are suggested types of information that may be included, if applicable: 

- technical infonnation on symptomatology; 
- use of supportive treatments to maintain life functions; 
- medicine that will counteract the specific physiological 

effects of the pesticide; 
- company telephone number to pecific medical personnel who 

can provide specialized medical advice • 

*If chemical resistance Category A (rubber or waterproof) gloves are not appropriate for this 
product, the registrant should indicate a specific glove category from the BP A chemical 
resistant glove selection that will provide adequate protection. 
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DATA REVIEW FOR ACUTE ORAL TOXICITY (§81-1, 870.1100) 

Product Manager: Adam Heyward, 34 
MRID No.: 410574-02 

Testing Facility: Biosearch Incorporated 
Author: D . Gabriel 

Quality A'iSurance (40 CFR §160.12): included 

Reviewer: Maria Rivera Piansay 
Study Completion Date: 01/24/89 
Report No.: 88-6437A 

Test l\!lateriaJ: Virkon-S, EPA Reg. No. 62432-1, white, free-flowing powder 

Species: Sprague-Dawley rat 
Age: not reported 

Weight: 200-300 g 
Source: Bucksbire Corp. 

Conclu ion: 

I. LD50 : males: 1700 mg/kg; females: 1160 mg/kg; combined: 1480 mg/kg 

2. Tox. Category: ID Classification: Acceptable 

Procedure (Deviations from §81-1): none 

Resu lts: 

Number Deaths/Number Tested 
Dosage (mg/kg) 

Males Females 

500 0/5 015 

1000 0/5 215 

1500 115 3/5 

1780 2/5 ----
2000 515 515 

2500 515 515 

Observations: 

Combined 

0/10 

2/10 

4/10 

---
10/10 

10/10 

All male mortalities occurred on Day 1 post exposure to 1500 and 1780 mg/kg dose 
level. All male deaths occurred within 24 hours of exposure to 2000 and 2500 mg/kg of the 
test substance. Except for ruffled fur and lethargy, all male animals appeared nonnal at 500 
and 1000 mg/kg. Pre-death signs in the males included a nonnal appearance followed by 
comatose appearance and lethargy. 
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Except for appearing ruffled, no other abnormal signs were noted in the female animals 
dosed with 500 mg/kg of the test substance. 2/5 females died 4 hours after exposure to 1000 
mg/kg of the test material. The survivors appeared ruffled Day 1 through Day 3 but appeared 
normal through su1dy termination. 3/5 females died 4 hours after exposure to 1500 mg/kg test 
substance. The two survivors appeared ruffled Day 1 to Day 3 and appeared nonnal through 
the rest of the study period. Female mortalities at 2000 and 2500 mg/kg occurred within 24 
hours of test substance administration. 

All survivors gained weight throughout the study period. 

Gross Necropsy: 

Gross necropsy findings at tenninal sacrifice revealed no abnormalities. 
Gross necropsy of the male decedents at 1500, 1780, 2000 and 2500 mg/kg revealed 

dark nasal staining, dark liquid in the stomach and lower gastrointestinal tract, dark and 
irritated stomach lining, pale lungs. 

Gross necropsy of the females that died at 1000, 1500, 2000 and 2500 mg/kg dose 
levels revealed irritation of the stomach lining and dark liquid in the lower gastrointestinal 
tract injected vessels in the lower gastrointestinal tract, dark discoloration of the tissue lining 
of the stomach, and pale lungs . 
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DATA REVIEW FOR ACUTE DERMAL TOXICITY (§81-2, 870.1200) 

Product Manager: Adam Heyward, 34 
MRID o.: 410574-03 

Testing Laboratory: Biosearch Incorporated 
Author: D . Gabriel 

Quality Assurance (40 CFR § 160.12): included 

Reviewer: Maria Rivera Piansay 
Study Completion Date: 12/28/88 
Report No. : 88-6437A 

Test Material: Virkon-S, EPA Reg. No. 62432-1, white, free-flowing powder 
pecies: New Zealand white rabbit 

Age: not reported 
Weight: 2.0-3.0 kg 
Source: Buckshire Cmp. 

Summary: 

1. LD50 (mg/kg): > 2000 mg/kg 

2. Tox. Category: m Classification: Acceptable 

Procedure (Deviations From §81-2): none 

Results: 

Reported Mortality 

(number deaths/number tested) 
DOSAGE (mg/kg) 

MaJes Females 

2000 0/5 015 

Observations: 

Combined 

0/10 

No mortalities occurred. Necrotic skin and slight to moderate edema were noted in all 
animals 24 hours following exposure. At Day 7, peeling and necrotic skin and slight edema 
were noted in all males while fema1es exhibited peeling necrotic skin, denuded skin and slight 
edema. By Day 14, 4/5 males exhibited peeling necrotic skin, denuded skin and very slight to 
slight edema and 1/5 males exhibited well-defined erythema, denuded skin and very slight 
edema. By Day 14, 3/5 females had peeling necrotic skin, denude skin and slight edema and 
2/5 females had peeling necrotic skin and slight edema. 1/5 female also had soft stool at Day 
14. 
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Gross Necropsy: 

Gross necropsy of the males revealed gas in the small intestines, signs of diarrhea an<l 
no formed feces in one animal while signs of coccidiosis was noted in another animal. No 
abnonnalities were obseived in the 3/5 male animals . 

Of the 515 female animals necropsied at the end of the study period, signs of 
coccidiosis were noted in 1/5 animals, gas and clear fluid throughout the gastrointestinal tract 
were noted in 1/5 animals, pitted kidneys and signs of diarrhea were noted in 1/5 animals. One 
animal showed no signs of abnonnalitics. 

~ 8 
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DATA REVIEW FOR ACUTE INHALATION TOXICITY (§81-3, 870.1300) 

Product Manager: Adam Heyward, 34 
MRID No.: 410574-04 

Reviewer: Maria Rivera Piansay 
Study Completion Date: 12/19/88 
Report No.: 88-6437 A 

T~'ting Laboratory: Biosearch Incorporated 
Author: R.J. Herschman 

Quality ~urance (40 CFR §160.12): included 

Test Material: Virkon-S, EPA Reg. No. 62432-1 , white, free-flowing powder 
Species: Prague-Dawley rat 
Weight: 204-276 g 

Age: not reported 
Source: Buckshire Corporation 

Summary: 
1. LC50: > 6.147 mg/L 4. GSD: not reported 
2. Tox. Category: IV S. Classification: Acceptable 
3. l\fl.\i1AD: ave. 1.30 + 0.05 µm 

Procedure (Deviations From §81-4): One hundred minutes to the 4-hour exposure, the 
compressor overheated. The exposure was stopped and the chamber was depressurized and the 
compressor was allowed to cool. Exposure was resumed for an additional 17 minutes for a 
total exposure of 242 minutes. This deviation is not expected to affect the integrity of the 
study. 

Results: 
R rted M :rtali cpo 0 • ty 

Exposure Number Deaths/Number Tested 
Concentration 

(mg/L) Males Females Combined 

6.147 0/5 015 0/10 

Dose Level (mg/L) 
Chamber Environment 

6.147 

Chamber Volume (L) 230 

Airflow (Lpm) 10 

Temperature (°C) 21±1 °C 

Relative Humidity(%) 83 

9 140



e • 

e • 

Clinical Observations: 

No mortalities occurred during the study. All animals appeared normal after the 4-hour 
exposure period . 

Except for one fema1e. which lost weight on Day 14, al1 animals gained weight 
throughout the study period. 

Gross Necropsy Findings: 

Gross necropsy revealed no observable abnonna1ities. 

10 
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DATA REVIEW FOR PRIMARY EYE IRRITATION TESTING (§81-4, 870.2400) 

Product Manager: Adam Heyward, 34 
l\!IRID No.: 410574-05 

Testing Laboratory: Biosearch Incoiporated 
Author: G.B. Moore 

Quality Assurance (40 CFR §160.12): included 

Reviewer: Maria Rivera Piansay 
Study Termination Date: 11/15/88 
Report No. : 88-6437A 

Test Material: Virkon-S, EPA Reg. No. 62432-1, white, free-flowing powder 
Dosage: 0.08 g 
Species: New Zealand white rabbit 

Age: not reported 
Weight: not reported 
Source: Buckshire Corporation 

Summary: 

Toxicity Category: I 

Procedure (Deviations From §81-4): none 

Results: 

Classification: Self-validated 

Testing was terminated on Day 1 due to severe irritation. 

11 
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DATA REVIEW FOR SKIN IRRITATION TESTING (§81-5, 870.2500 

Product Manager: Adam Heyward, 34 
MRID Jo.: 410574-07 

Testing Laboratory: Biosearch, Inc. 
Author: D. Gabriel 

Quality Assurance (40 CFR §160.U): included 

Reviewer: Maria Rivera Piansay 
Study Completion Date: 12/13/88 
Report No.: 88-6437A 

Test Material: Virkon-S, EPA Reg. No. 62432-1, white, free-flowing powder 
Dosage: 0.5 g 
Species: New Zealand albino rabbit 

Age: not reported 
Sex: not reported 

Weight: not reported 
Source: Buckshire Corp. 

Summary: 

1. Toxicity Category: I 2. Classification: Self-validated 

I;.., 
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ACUTE TOX ONE-LINER 

L PC CODES: 063604, 013905 
2. CURRENT DATE: February 20, 2001 
3. TEST MATERIAL: Virkon-S, EPA Reg. No. 62432-1, white, free-flowing powder 

Study/Species/ :MIDI># 
Lab/Study#/Date 

acute oral 410574-
toxicity/rat/Biosearch Inc/88- 02 
6437 A/01/24/89 

acute dermal 410574-
toxicity/rat/Biosearch Inc/88- 03 
6437 A/ 12/28/88 

acute inhalation/rat/Biosearch 410574-
Inc/88-6437 A/ 12/19/88 04 

primary eye 410574-
irritation/ rabbit/Biosearch 05 
lnc./88-6437 A/ 11/15/88 

primary skin 410574-
irritation/Biosearch Inc/88- 07 
6437 A/12/13/88 

Core Grade Key: 
A = Acceptable 
S = Supplementary (upgradeab1e) 
U = Unacceptable 
V = self-Validated 

Results Tox. 
Cat. 

LD30: 1480 mg/kg m 

LD50: > 2000 mg/kg m 

LC5-0: >6.147 mg/L IV 

Corrosive. I 

Corrosive. I 

13 

Core 
Grade 

A 

A 
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V 

V 
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DA TE OUT: 28/MAR/01 

UBJECT: PRODUCT CHEMISTRY REVIEW OF: Manufacturing Use l I, End Use Product [x] 
BARCODE o.: D272683 EPA RECEIVED DATE: Ol/3 1/0 1 Reg./File ymbol o.: 62432-1 

PRODUCT NAME:_V_,_irk=· =o=n-=S-----~------------------ -­
MRl D numbers: 420924-01, 411083-00. -01. -02, 413821-00, -Ol, 410574-00, -01, 412597--01 

OMPANY NAME: Antee International Ltd Action Code: 675 

TO: 

Maria Riv1,;ra Piansav, Chemist ~ 
• j 

Product Chemistry Team 
PRB/SRRD (7508C 

Veronica Dutch, C M 
Product Reregistration Branch 
Special Review and Reregistration Division (7508C) 

I TRODUCTIO : 

e Anteclnternational,Ltd. submittedthcMRIDnumbers420924-0l.41 l083-00, -01 , -02, 413821-00, -01, 410574-00, 
• -Ol , and 412597-01 , a basic formulation CSF' dated 03/22/01 , and a draft label EPA received 03/23/01 in response 

to a previous producl chemistry review by SRRD/PRB (dated 11/30/00, Barcode number D270554) wherein erics 
61 , 62 and 63 product chemistry requirements were cited as data gaps for the reregistration of Virkon S, EPA Reg. 

0 . 62432-1. 

A Reregistration Eligibility Decision (RED), ,ase number 4072. was issued in December of l 993 for the 
Technical Grade Active Ingredient (fGAI). Pcroxy Compounds, which includes the active ingredients Hydrogen 
Peroxide, Pcroxyacetic Acid, and Potassium Perox:v1nono ulfate ulfute . The generic data ba e supporting the 
reregistration of the Pero · Compounds for the eligible uses specified in the RED, has been reviewed and found to 
be substantially e-0mplet1.: . 

FIN DINCS: 

2. 

3. 

4a. 

4b . 

The information concerning the analytical methods for the analysis of Potassium peroxymonosulfute and 
Sodium chloride are adequate and satisfy the data requirements under GR 830- l 800, Enforcement 
Analytical Method. 

The SF, a basic fonnulation dated 03/22/0 I is acceptable as presented. The nominal concentration of 
Potassium pero. ymonosulfate and Sodium chloride agree Y.ith that on the labd. The proposed certiJlcd 
Limits are the standard limits as specified in 40CFR 158.175 (b)(2) . All ingredients pre coted on the CSF 
are cleared for use in pesticide fommlations. This CSF supersedes the previously submitted basic 
fonnulatiou d~d 09/07/94, mentioned in the pre ious review dated 11/.30/00. 

The submitted product chemistry data satisfy Series 6 L 62 and 63 product chemi try requirements. 

The Ingredient statement on the label is in compliance ·with the requirements of 40 CFR J 56.1 O(g) and PR 
Notici; 91-2 . 

The Storage and Disposal must be revised as follows: 1) The subheading ' 'STORAGE" must be preceded 
by the word ' ·PE TIClOE'. 2) The statement, ''Do not store in metal containers." must be added to th1; 
PESTICIDE STORAGE statt:ments currently on the label. 3) A subheading ' ·PE TICJDE D ISPOSAL" 
and text must be added. 4) TI1e subheading '·DJ POSAL" curr~ntly on the label must be revised to read 
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"CONTAINER DISPOSAL". 

4c. The product demonstrates hazards of chemical nature. A PHYSICAL OR CHEMICAL HAZARDS 
heading must be added to the label with appropriate statements addressing product' s hazards of 
oxidizing capability. 

CONCLUSIO S: 

The registrant has satisfied product chemistry data requirements for the reregistration of Virkon S, EPA Reg. 
No. 62432-l. 

NOTETOCRM: I Tho suggested revisions to the label (Findings 4b and 4c) may be addressed during label review, 

: 
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-:....:==-.c.------------------EPA Reg. I o: 62432-1 
Group A: Series 830-Product Identity, Composition, and Analysis (40 CFR158.155, .160, .165, .167, 
.170, .J 75 & .180). 

830-1 • 50 Product Identity .md Composition 

lbis product bas a label claim nominal concentration of 21.42% potassium peroxy1nonosulfate, 
1.50% sodium chloride, and 77.08% inert ingredients . 

830-1600 D~cription of Materials Used to Produce the Product 

Refer to Confidential Appendix A. 

830-1620 Discussion of Formulation Process 

Refer to Confidential Appendix A. 

830-1670 Discussion of formation of Impurities 

Refer to Confidential Appendix A. 

830-1700 Prcliminarv Analvsis 

Refor to Confidential Appendix A 

830-1750 Certified Limits 

Refer to Confidential Appendix A. 

830-1800 Enforcement of Analytical Method: 

TI1c analytical method for potassium peroxymonosulfatc is presented in MR ID nwnbcr 41057 4-0 I . 
The principle oftbe method states: "The Iodine rdeased from an acidic potassium iodide solution by an active 
oxygen is titrated with sodium thiosulfate to a colorlc.:ss end point:' A 0.3g sample is weighed into a small 
glass sample cup and added into a 100 ml sulfuric acid solution. Ten ml of potassium iodide solution is 
added and the mi;,,.'ture is swirled to mix. The solution is immediately titrated ,..,-ith O. IN sodium thiosulfute to 
the disappearance of tbe blue color. Sodium chloride is determined by weighing a 0.2 g of sodium chloride and 
dissolving in 35 mL of water. Fifteen milliliters of dilute nitric acid, 5 mL of dibutyl phthalate and 50mL of 
0. J M silver nitrate arc added and the solution is shaken vigorously for about one minute. five ml of 10% w/v 
aqueous solution of ferric ammonium sulfate is added and the solution is titrated with 0. IN ammonimn 
thiocyanate to a reddish-brown color, ·which persists for five minutes after shaking. The oxidizing power of 
Virkon Si determined by the measure of its available oxygen (Available Chlorine). Available chlorine is 
determined by dissolving a product ample in v~·ater, adding potassium iodide crystals and I 0% acetic acid. 
The liberated iodine is titrated with 0.1 sodium l.hiophosphate to a colorl<;Ss endpoint. Sample.: calculations 
\.Vere included. 

These methods are found to be acceptable to support the reregistration of this product. 
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Group B: Series 830- Physical and Chemical Properties (40 CFR 158.190); MRID o.: 420924-01 , 
410574-01 , unless indicated 

G IDELi REFERENCE 0. VALUE OR QUALITATIVE DESCRIPTlON/ 
(GRN)/ TITLE 830 METHOD(S) USED WHERE APPLICABLE 

AND REFERENCES 

-6302 Color Virkon S - White 
Potassium monopersulfate - White 
Na Cl - Colorless 

-6303 Physical State Virkon S, Potassium monopcrsulfate and NaCl - Solid 

-6304 Odor Virkon S Potassium monopersulfatc and NaCl -
Odorless 

-6313 StabiJitv Potassium monopersulfate and NaCl - "Stable" 

-6314 Oxidation/Reduction: Chemical o apparent reaction was noted w·hcn tested v.'ith \i.ratcr, 
Incompatibility iron, kero ene. Not expected to react with carbon 

dioxide and monoammoniurn phosphate since the 
product contains sodium salt of a phosphacc. 
Effervescence, accompanied by slight chlorine odor was 
noted , rhen tested with potassium permanganate 
solution. All testing \\•ere conducted for 24 hours at 
20 °. The subject product was determined to be a weak 
oxidizer. 

-6315 Flanuuability/Flame Extension Not applicable. 

-6316 Explodability "Docs not explode." 

-6317 Storage Stability Re u Its of the studies initiated in 198 8 and 198 9 
conducted on 6 lots of the product indicate that the 
product is stable for up to three years at room 
temperature. 

-6319 Miscibility Not aoolicable ("Not a miscible..: liquid"). 

-6320 Corrosion Characteristics Prcxiuct was found to be non-corrosive to its packaging 
(made of HOPE materials) after one, two, and three 
yea.rs of storane at room temperature. 

-6321 Dielectric Brcakdo\vn Voltage No applicable, product is not labeled to be used around 
electrical couipments. 

-7000 pH Virkon S - 2.3 - 2. 7 
Potassium monopersulfu.te - 2 .3 
NaCl - 6.7 - 7.3 

-7100 Viscositv N/A, product is a solid. 

-7200 Melting Point Potassium monopersulfate - 235 °C (from the RED) 
NaCl - 801 °C 
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-7220 Boiling Point 

-7300 Density/Relative Density/Bulk Density 

-7370 Dissociation Constant in Water 

-7550 Octanol/Watcr Partition COt!fficient 

-7840 Water Solubility 

-7950 Vapor Pressure 

5 

Potassium monopcrsulfatc - "decomposes' ' before 
boiling (from the RED) 
NaCl - NIA 

56-62 lbs/cu.ft. (Virkon S) 
Specific gravity (potassium monopcrsulfatc) -
l.l-l.4g/cc 
2.165 W<X. (NaCl) 

'°NIA ' 

"N/A1
' 

Potassiwn monopersulfate - 25 .6% @ 20°C 
aCl - 35.7 g/lOOcc @ 0°C 

39.12 ll.ll00cc (a") 100°c 

Potassium monopersulfute - "Nil ' 
N~rt - I mm (a) stf>-Ci 0 r 
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Confidential Appendn A 

830-1600 Description of Materials Use.xi to Produce the Product 

The materials used in the formulation of this product are listed in the CSF, a basic formulation dated 
03/22/01. The beginning materials arc also presented in MRID number 410574-01 . MSDSs for each material were 
also included. 

830-1650 De cription of Formulation Process 

The manufacture ofVirkon Sis summarized in MRID number 410574-01 as follmvs: 

e

•

-• 

830-1670 Discussion ofFonnation of Impurities 

830-1700 Preliminarv Analysis 

Not required for non-integrated products. 

830-1750 Certified Limits 

Potassium pcroxymonosulfatc: Lower Limit: 20.78%, Nominal Cone.: 21 .42%; Upper imit: 22.07% 
Sodiwn Chloride: Lower Limit: 1.42%~ Nominal Cone.: 1.50%; Upper Limit: 1.58% 

Reviewer and Centr11I File {EPA Reg. o. 62432· 1) 
7508C;SRR0!PRB:CM-2: M.R.P. : (28/MAR/01):703-30&-8063 :, <62432-1 > 
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DATE OUT: 28/MAR/01 

SUBJECT: PRODUCT CHEMISTRY REVIEW OF: Manufacturing Use [ l, End Use Product [x] 
BARCO DE To.: D272683 EPA RECEIVED DATE: 0 l /31/01 Rcg./File Symbol No.: 62432-1 

PRODUCT NA1\IIE:_V...,__1=·rk=o=n...,,S'-------------------------­
MR1D numbers: 420924-01. 4110&3-00, -01. -02, 413821-00. -01, 410574-00, -01. 412597-01 
COMPANY NAME: Antee lnternational Ltd Action Code: 675 

FROM: Maria Rivera Piansay, Chemist,~ 
Product Chemistry Team 
PRB/SRRD (7508C) 

TO: Veronica Dutel½ CRM 
Product Reregistration Branch 
Special Review and Reregistration Division (7508C) 

e JNTRODUCTJO:N: 

• 
Antee International, Ltd. submittedthc1•1RlDnumbers420924-01, 411083-00, -01, -02, 413821-00,-01, 410574-00, 
-01. and 412597-01, a basic formulation CSF dated 03/22/01, and a draft label EPA received 03/23/01, in response 
to a previous product chemistry review by SRRD/PRB (dated ll/30/00, Barcode number D270554) wherein Series 
61, 62 and 63 product chemistry requirements ,vere cited as data gaps for the reregistration of Virkon S, EPA Reg. 
No. 62432-1 . 

A Reregistration Eligibility Decision (RED), Case number 4072, was issued in December of 1993 for the 
Technical Grade Active lngredient (TGAI), Peroxy Compom1ds, which includes the active ingredients Hydrogen 
Peroxide, Pcrox:yacctic Acid, and Potassium Peroxymonosulfatc Sulfate. The generic data base supporting the 
reregistration of the Pero>..')' Compounds for the eligible uses specified in the RED, has been revie"ved and found to 
be substantially complete. 

Fl1'1'1>INGS: 

2. 

3. 

4a. 

4b. 

The information concerning the analytical methods for the analysis of Potassium peroxymonosulfate and 
Sodium chloride are adequate and satisfy the data requirements under GRN 830-1800, Enforcement 
Analytical Method. 

The CSF, a basic formulation dated 03/22/0 I is acceptable as presented. The nominal concentration of 
Potassium pcroxymonosulfate and Sodium chloride agree with that on the label . The proposed certified 
limits are the standard limits as specified in 40CFR 158.175 (b)(2). All ingredients presented on the CSF 
are clearnd for use in pesticide fonnuJations . This CSF supersedes the previously submitted basic 
formulation dated 09/07 /94. mentioned in the previous revic,v dated 11/30/00. 

The submitted product chemistry data satisfy Series 61 , 62 and 63 product chemistry requirements. 

The Ingredient statement on the label is in compliance with the requin::ments of 40 CFR 156 .1 O(g) and PR 
otice 91-2. 

The Storage and Disposal must be revised as follows: 1) The subheading "'STORAGE" must be preceded 
by the "vord ''PESTICJDE''. 2) The statement, "Do not store in metal containers." must be added to the 
PESTICIDE STORAGE statements currentJy on the label. 3) A subheading "PESTLCIDE DISPOSAL" 
and text must be added. 4) The subheading "DISPOSAL" currently on the label must be revised to read 
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"CONTAIN ·R DISPOSAL". 

4c. The product demonstrates haz.ards of chemical nature. A PHYSICAL OR CHEMICAL HAZARDS 
heading must be added to the label with appropriate statements addressing product's haz.ards of 
oxidizing capability. 

CO CLUSIONS: 

The registrant has satisfied product chemistry data requirements for the reregistration of Virkon S, EPA Reg. 
No. 62432-1 . 

NOTETOCRM: 

: The suggested revisions to the label (Findings 4b and 4c) may be addressed during label review. 

-e 
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REVIEW OF PRODGCT CHEMISTRY DATA: 
PRODUCT NAME: Virkon S EPA Reg. o: 62432-1 
Group A: Series 830-Product Identity, Composition, and Analysis (40 CFR158.155, .160, .165t .167, 
.170, .175 & .180). 

830-1550 Product Identity and Composition 

This product bas a label claim nominal concentration of 21.42% potassium pcroxymonosulfate, 
1.50% sodium chloride. and 77.08% inert ingredients. 

830-1600 Description of Materials Used to Produce the Product 

Refer to Confidential Appendix A. 

830-1620 Discussion of Formulation Process 

e Refer to Confidential Appendix A. 

• 830-1670 Discussion of Formation of Impurities 

e • 

Refer to Confidential Appendix A. 

830-1700 Preliminarv Analysis 

Refer to Confidential Appendix A 

830-1750 Certified Limits 

Refer to Confidential Appendix A. 

830-1800 Enforcement of Analvtical Method: 

The anal)1ical method for potassium perox)mouosulfate is presented in "MR.ID number 410574-01 . 
The principle of the method states: "The Iodine released from an acidic potassium iodide solution by an active 
oxygen is titrated v.1th sodium thiosulfate to a colorless eod point." A 0.3g sample is weighed into a small 
glass sample cup and added into a 100 mL sulfuric acid solution. Ten mL of potassium iodide solution is 
added and the mb."ture is swirled to mix. The solution is immedjately titrated with O. lN sodium thiosulfate to 
the disappeanmce of the blue color. Sodium chloride is detennined by weighing a 0.2 g of sodium chloride and 
dissolving in 35 mL of water. Fifteen milliliters of dilute nitric acid. 5 mL of dibutyl phthalatc and 50mL of 
O.IM silver nitrate are added and the solution is shaken vigorously for about one minute. Five mL of 10% w/v 
aqueous solution of ferric ammonium sulfate is added and the solution is titrated with O.lN ammonium 
thiocyanate to a reddish-bro,vn color, which persists for five minutes after shaking. The oxidizing power of 
Virkon Sis determined by the measure of its available oxygen (Available Chlorine). Available chlorine is 
determined by dissolving a product sample in v .. ·atcr, adding potassium iodide crystals and J 0% acetic acid. 
The liberated iodine is titrated with OJN sodium thiophosphate to a colorless endpoint. Sample calculations 
were included. 

These methods are found to be acceptable to support the reregistration of this product. 
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Group B: Series 830- Physical and Chemical Properties (40 CFR 158.190); MRID o.: 420924-01, 
410574-01. unless indicated 

GUIDELJ_ ffi REFERENCE NO. VALUE OR QUALITATIVE DESCRIPTION/ 
(GRN)/ TITLE 830 METHOD(S) USED 'WHERE APPLICABLE 

AND REFERENCES 

-6302 Color Virkon S - \\'hitc 
Potassiwn monopersulfate - White 
Na Cl - Colorless 

-6303 Phvsjcal State Yirkon S, Potassium monopersulfate and NaCl - Solid 

-6304 Odor Virkon S, Potassium monopersulfate and NaCl -
Odorless 

-6313 Stabilitv Potassiwn monopersulfate and NaCl - ''Stable" 
' 

-6 3 14 Oxidation/Reduction: Chemical No apparent reaction was noted when tested v.,ith water, 1 

Incompatibility iron. kerosene. Not expected to react with carbon 
dioxide and monoammoniwn phosphate since the 
product e-0ntains sodium salt of a phosphate. 
Effervescence, accompanied by slight chlorine odor was 
noted when tested \vith potassium pcnnanganate 
solution. All testing were conducted for 24 hours at 
20° . The subject product ,..,,as detennincd to be a ,...-eak 
oxidizer. 

-6315 Flammability/Frame Extension Not applicable. 

-6316 Explodabilitv "'Does not explode." 

-6317 Storage Stability Results of the studies initiated in 1988 and 1989 
conducted on 6 lots of the product indicate that the 
product is stable for up to three years at room 
temperature . 

-6319 Miscibility Not applicable {'•Not a miscible liquid"). 

-6320 Corrosion Characteristics Product was found to be non-corrosive to its packaging 
(made ofHDPE materials) after one, two, ru1d three 
vears of storage at room temperature. 

-6321 Dielectric Breakdown Voltage Not applicable, product is not labeled to be used armmd 
electrical equipments. 

-7000 p Virkon S - 2.3 • 2. 7 
Potassium monopersulfate - 2.3 
NaCl - 6.7 - 7.3 

-7100 Viscosity N/A, product is a solid. 

• 7200 Melting Point Potassiwn monopersulfate • 235 °C (from the RED) 
NaCl - 801 °C 
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-7220 Boiling Point 

-7300 Density/Relative Density/Bull< Density 

-7370 Dissociation Constant in Water 

-7550 Octanol/Water Partition Coefficient 

-7840 Water Solubility 

-7950 Vapor Pressure 

5 

Potassium monopersulfate - "decomposes" before 
boiling (from the RED) 
NaCl- NIA 

56-62 lbs/cu.ft. (Virkon S) 
Specific gravity (potassium monopersulfate) -
1. l-l.4g/c<: 
2.165 ~/cc (NaCl) 

" NIA" 

"NIA" 

Potassium monopersulfate - 25 .6%@ 20"C 
NaCl - 35.7 g/I00cc@0°C 

39.12 g/lOOcc :a J00°C 

Potassiwn monopersulfate - "Nil" 
N:1C:l - 1 mm tr'J st,t.;.r;;or. 
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Confidential Appendix A 

830-1600 Description of Materials Used to Produce tl1e Product 

TI1e materials used in the fom1ulation of this product are li!.ted in the CSF, a basic fonnulation dated 
03/22/01. The beginning materials are also presented in MRID number 410574-01. MSDSs for each material were 
also included. 

830-1650 Description of Formulation Process 

The manufacture ofVirkon Sis summarized in MRID number 410574-01 as follows: a) 

a 
,a•

-• 

830-1670 Discussion of Formation oflrnpuritics 

830-1700 Preliminarv Analvsis 

Not required for non-integrated products. 

830-1750 Certified Limits 

Potassium peroxymonosulfate: Lower Limit: 20.78%; Nominal Cone. : 21.42%; Upper Limit: 22.07% 
Sodium Chloride: Lower Limit: 1.42%; Nominal Cone .: l .50%~ Upper Limit: 1.58% 

Re,•iewer and Central File (EPA Reg. No. 62432-1) 
7508C:SRR.D:PR.B:CM-2; M.R .P. : (2.81MAR/Ol):703-308-&o63:, <62432-1 > 
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DA TE OUT: 30/NOV/00 

SUBJECT: PRODUCT CHEMISTRY REVIEW OF: Manufacturing Use ( J, End Use Product [x) 
BARCODE No.: 0270554 EPA RECEIVED DATE: 04/20/94 Reg./File Symbol No.: 62432-1 
PRODUCT AME: Virkon S MRID number: 405815-0l, -02. -03 
COMPANY AME: Antee International. Ltd Action Code: 674 

FROM: Maria Rivera Piansay, Chemist ~ ~ f~ 
Product Chemistry Team I j l ( ~f (D 

PRB/SRRD (7508C) 

TO: Veronica Dutch, CRM 
Product Reregistration Branch 
Special Review and Reregistration Division (7508C) 

TROOUCTION: 

e Antee lntcmational, Ltd. sub~tted a C~F for the basic fonnul~tio~ dated 09/07/94, a product label EPA.rcceiv~ 

• 

10/04/94, and product chemistry data 1n MR1D numbers 40)81::i-Ol, 405815-02 405815-03. The registrant 1s 
requesting FIFRA Section 4 reregistration of Virkon S, EPA Reg. No. 62432-1 . 

-• 

A Reregistration Eligibility Decision (RED), Case number 4072, was issued in December of 1993 for the 
Technical Grade Active Ingredient (TGAI), Peroxy Compounds, which includes the active ingredients Hydrogen 
Peroxide, Peroxyacctic Acid, and Potassium Peroxymonosulfate Sulfate. The generic data base supporting the 
reregistration of the Peroxy Compounds for the eligible uses specified in the RED, has been reviewed and found to 
be substantially complete. 

FINDf GS: 

1. For most of the physical and chemical properties, the data submitted do not support the reregistration 
requirements for the subject product, because the data submitted are those of "Oxone Monopersulfute 
Compound" (45% Triple Salt, Oxone), rather than the data for "Virkon S". The registrant should be 
advised to submit product-specific data for the following: Color (830-6302). Physical state (830-6303), 
Odor (830-6304), Ond.ation/Reduction: Chemical Incompatibility (830-6314), Flammability/Flame 
Extension (830-6315). Explodability (830-6316), Viscosity (830-7100), if product is a liquid, 
Description of Formulation Proce s (830-1650), Discussion of Formation of Impurities (830-1670), 
Enforcement Analytical Method (GRN 830-1800), and the one-year, room temperature Stora e 
Stability (830-6317) and Corrosion Characteristics (830-6320). The registrant may submit waiver 
requests if any of these studies do not apply to the product and/or they may cite MRID numbers or studies 
that \.Vould support this product. 

2. Comments on the CSF and the label will be deferred until alt product chemistry data have been revie'.ved. 

CONCLUSIONS: 

After resolution of Findings l and 2, thl; registrant will satisfy product chemistry data requirements for the 
rcregistrationofVirkon S, EPA Reg. No. 62432-1. 

RBViewe:r and Central File (EPA Reg. o. 62432-1) 
7508C:SRRD:~ :CM-2: M.R.P.: (30/NOV/00):703-308~3:, <62432- t > 
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Ms. Linda Propst, Chief 
Product Reregistration Branch, SRRD 
US EPA 
Washington., DC 20460 

D 
DELTA 

A.NA:.YTICAL 
CORFQRAT:ON 

January 19, 200 I 

Subject: EPA Reg. o, 62432-1; Your Letters Dated December 18, 2000; Review of Product 
Chemistry Data~ Review of Acute Toxicity Data 

Dear Ms. Propst: 

Thank you for your letters of December 18 noting deficiencies in the product chemistry and acute toxicity 
data supporting reregistration of Virkon S (EPA Reg. No. 62432-1 ). The previous Agent for Antee 
International Ltd., Dr. Alan Wagner, apparently cited data on the principal active ingredient, potassium 
pcroxymonosulfate, in his last filing rather than on the formulation itself. Since that tiling, I have replaced 
Dr. Wagner as Antcc's Agent. 

When the original application for registration of Virkon S was submitted, Antcc's US distributor. a 
subsidiary of A.H. Robins Corporation., took responsibility for collecting the necessary data and gaining 
registration. Antee was supplied with copies of some of the registration docwnents but none of the 
underlying data. In 1992, Antoc terminated its agreement with its distributor and the registration was 
transferred to Antee. At that time it ,vas the parties ' intention to transfer data rights but that did not occur. 
Since Antee possessed no copies of the original product chemistry and acute toxicity data and bad no role 
in collection of this data. Dr. Wagner was apparently not av.rare of its existence. 

In the meantime, 1 had become aware of the existence of product-specific data as T prepared an application 
for registration for a product identical in formulation, Virkon (EPA Reg. No. 62432-2). The attached data 
matrix now references this data on the Virkon S formulation. Because Antee does not possess copi~ of the 
data itself, Tam unable to determine which product chemistry information is contained i11 each of the two 
product chemistry submissions previously made. Consequently I have referenced both MRID numbers for 
each data requirement. 1 would be happy to revise the product chemistry portion of the data matrix if you 
can provide me with guidance in doing so based on your review of the actual documents. 

Let me know if you have any questions regarding this submission or ifl need to supply additional.••••. 
information. • • • • 

Sincerely. 

T. Jeffrey Jones, Agent 
Antee International Ltd. 
Enclosures 

•••••• 
• • • • • 
•••••• • • •• 
••••• • • ••••• 

7910 V1/oodmonl Av<.,r11m Suite ~00::l Beihosda, rvc~ryland 2C8 14 
1::3:1 I} G'.}2-S495 fAX '.301) 6~2-;-,408 

• • •••••• • 
• 

• • • • • •• •• 
• • • ••••• 
• 

• 
• ••• • • •••• 

• • •••••• • 
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,-----,----,----------------------------------------- ~ --------------

United Stales 

Environmental Protection Agency 
W••hington, DC 20460 

Registration 
Amendment 
Other 

A plication for Pesticide - Section I 

?..5'3529 

1 . Companv/Product Number 

62432·1 

4 . Co"1f)any/Product (Nome) 
Virkon S 

2. EPA Product ManaQer 

Veronica Dutch, CAM 

PM# 

3 . Propo..ed Cleuiflcation 

~ Nono D Rutricted 

5. Name and Address of Applicant (lnclud• ZIP CodB/ 
An1ec International ltd. c/o Delta Analytical Corp. 
7910 Woodmont Ave., Suite 1000 
Bethesda, MD 20814 

6. Expedited Reveiw. In accordance with FIFAA Section 3(cll31 
(bl(il, my product is similar or Identical in composition and labeling 
to: 
EPA Reg. No. ________________ _ 

Product Name 

Amendment · Explain below. 

Resubmission in re1p.onse to Agency letter dated 

Notification · Explain below. 

Se ·on - II 

18 DEC 00 
LJ 
D 
D 

ltnatlon: Vse additional page(s) if neoe:ua,y. (For sec:tlon I and Sectlon IT.) 

Section - Ill 

1f ·ves• 

Final printed labels in repeons. to 
Agency lotter deted 
·Me Too· Application. 

Other · Explain below. 

2 . Type of Container 

~:!:c 
Glass 
Paper 

Unit Packaging Wgt. Otller (SpociM ______ _ 
1 

ation ot Not Contenta Information 

Labo! Container 

6 . Manner in Which Laba! is Affixed to Product 

1 . Contact Point 

4 . Sitels} Retail Container 

LJ Uthe1greph 
Paper alued 
Steneir.d 

Section - IV 

Name rmo Telephone No.•(tndude Area Code) 

Jeff Jones Agent. Antee International ltd. 301 652 slgi.:. 

• • • Certification •••••• 
I certify that the statements I have made on this form and Git attachments thereto are uue, aocurata MKf ccftns,lete~ 
I acknowledge that any knowlinglly false or misleading statement may be punishable by fine or ifT1)risoomet\'f~,.. •: 
both urider appliceble law. •• 

4 . Typed Name 

Jeff Jones 

--Ac -,'-· rF 
·-...,/ --

EPA Fonn 8670-1 {A-v. 3-941 Previous editions ere obs.olete. 

3. Title 

Agent, Antee International ltd. 

5 . Dote 

19JAN 01 

••••• • • ••••• 

• 
6. Oatl Application 

A9cei~ 
• • • 
··ctumpedl 

• • •••••• • 
• 

• ••• • • •••• 
• • •••••• • 
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&EPA 
United Statas 

Environmental Protection Agency 
Washington, DC 20460 

Form Annroved 0MB No. 2070..0060 

§ Registration 
Amendment 
Other 

Application for Pesticide - Section I 

OPP Identifier Number 

2!:>8529 

1. Company/Product Number 

4. Company/Product (Name) 

2. EPA Product Manaoar 

PM# 

3 . ProPosed Classification 

D None D Restricted 

5. Name aod Addre11s of ApplicMt (Include ZIP Code} 6. Expedited Review. In accordance with FIFRA Section 3{c)(3) 
(b)(i), my product is similar or identical in composition and labeling 
to: 
EPA Reg. No. ________________ _ 

D Chsc.k if this is a nt1w sddrtJSs Product Name 

Section - II 

D Amendment - Explain below. 

D Resubmission in response to Agenoy letter dated ______ _ 

D 
D 
D 

Fine! printed label, in response to 
Agenoy lettar dated 
·Me Too• Application. 

! [eNotifioation · Explain below. Other · Explain below • 

.. atlon: Use additional page(s) if necessary. (For section I and Section 11.) 

1. Materiel This Product WIii Be Packaged ln: 

Child-Resistant Packaging Unit Pecl(aging 

E3 
Yes· 

No E3
Yes 

No 

Section - Ill 

Water Soluble Peckaging a Yes 

No 

2. Type of Container 

Gla11a 
Paper * C ·~ ~: If "Yes· 

l
er'J::,,~:;;::: must Unit Packaglng wgt. 

No. per 
oonlainer 

If "Yes• 
Package wgt 

No. per 
container 

§ ~::o 
Other {Specify) ______ _ 

I 
atlon of Net Contents lnforml'.ltion 4 . Size(sl Ret ail Container 

label D Container 

8. Manner in Which Label is Affixed to Product - Lithograph 
_ Paper glued 

Stenciled 

Section - IV 

5. Location of Label OirectioriA 

E3 Onl&bel 
On labeling l!lccompanying product 

D Other ___ ___________ _ 

1. Contact Point /CompJett1 itsf'l'I.$ di'rsctly bsiow for identmcation of individuel to bs contacted, ii nt1ctJSssry, to procsss this appT11}l~.J 

Name Title Telephone~- (lniJude Area Code) 

•••••• 
Certification : • : 

I certify that the statements I have made on this form and ell attachments tliereto are true, accurate end C'1W~ . 
I ec.ltnowledge that any knowingly false or misleading ~tatament may be punishable by fine or imprisonment di'••• 
both under applicable law. • •••• 

2. Signature 

4. Typed Name 

EPA Fonn 8570-1 (Rev. 8-94) Previous editions ere obsolete. 

3. Title 

5. Date 

• • ••••• 

White • EPA File Copy (orlglnaU 

....... 
• 

• e. Date Application 
•Re.ei:.,d 
• ••• 

• ($ tamped) • ••••• • 
• 

•••• • • ••• • 
• • •••••• • 

Yellow· Applicant Copy 
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 

PAPERWORK REDUCTION ACT NOTICE: Public reporting burden for this collection of infom,ation is e-stimatod to average 0.85 hour per 
response, including time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing and 
reviewing the collection of information. Send c ments regarding the burden estimate or any other aspect of thia collec1ion of information, including 
suggestions f reducing thia burden, to C ·et, Information Policy Branch, (21361, U.S. Environmental Protection Agency, 401 M Streat, SW, 
W&ahi~on, DC 20460. 

INSTRUCTlONS: Thia form is to be used for all applic111ions for new registration, end use reregistration, amendment, resubmission, to applications 
for notifications, final printed leb&ling, reregistration, etc. In order to process an application for a new ragistralion submittod on thie form, the 
following material must accompany the application: 

1. Certification with Respect to Citation of Data {EPA Form 8570-29). (If not exempted by 40 CFR 152.81 (bl (4)]; 
2. Confidentlal Statement of Formula (EPA Form 8570-4}; 
3 . Formulator's Exemption Statement (EPA Form 8570·271; 
4 . Five copies of dn1tt labeling; 
5. Three copies of any date submittod; 
6. Authoriza1ion letter where applicable; 
7. Matrices where appllcable. 

Submissloo of La.,.ling • Labeling should first be submitted in the form of draft labels with ell applications for n.aw registration. Such draft lebel1 may be 
in the form of typed lab~ text on 8.6 x 1 1 lnch paper for submfssion or a mockup ot the proposed label. If prepared for mockup, it should be 
constructed In a way as to facilitate storage in en 8 .5 x 11 Inch file . Mockup labels sigr.lllcantly smaller then 8.5 x 11 Inches should be mounted on 8.5 
x 11 inch paper for submission. 
Submisaloo of Data· Date submitted ln support of this application must be eubmitted In accordance with PR Notice 86-5. 

SPECIFIC INSTRUCTIONS& Please rnd the instructions listed below before completing this applic tion. F=irst determine the type of registr 
action, listed fn Block A, for which you are submitting this 11pplic11tion. For applications submitted in connection with New Registration actions, S 
I, 111, and lV must be completed by the applicant . For applications submitted in connection with amended reregistration actions, r&submissions, 
notifications, rereglstrations, etc., Sections I, II, and IV must be completed by the applicant. 
Block A - Check the appropriate action for which you era submitting this form. 

SECTION I -This section must be completed, as applicable, for ell registration action,. 

1. Company/Product Number • Insert your Company Number, If one hos been assigned by EPA. This number may have been essigned to you as 11 

basic registrant, a distributor, or 8S an establishment. If your product la registerod, insert the Product Number. 
2. EPA Product Manager - If known, fill in the name 11nd PM number of tho EPA Product Manager. 
3. Proposed Cla118if1ca1ioo - Specify the proposed classification of this product. 
4 . Product Name • Enter the complete product name of this pesticide es it will appear on the label. The name moat be specific to this product only. 

Duplication of nameti Is not permitted among products of the same company. Do not include any brand name or company line designations . 
5. Name and AddreH of Applicant - The name of the firm or person end eddreH shown In your epplication ia tho person or firm to whom the 

registration will be issued. If you are acting in behalf of another party, you must submit authorization from that party to act for them in registretion 
matters. An applicant not residing In the Unltod States must have an authorized agent residing in tha United Stetas to ad for them In all 
registration matters. The name end completa mailing addren of such an agent must accompan~· this application. 

6. Expedited Revlew - FIF=RA section 3 (cl 3 (Bl provides for expsdlted review of applloation11 for registration, or amendments to existing registrations, 
that are similar or identical to other pesticide products that are currently registered with the EPA. In order for your application to be eligible for 
expedited review, you must provide us with the EPA Registration Number and product name of the product you believe is similar to or ktantlcnl 
your product. The product must be similar or identical in both formulation and labeled uses. 

SECTION II · This section must be completed for ell application, submitted to emend the registration only of e currently re1»l1tered product 
(Amendment), for a resubmiaslon in response to an Agency letter, for notifications to the Agency, for the submission of final printod labeling, for 
reregistration and for any other action that pert ·ns to 11 ~pacific E'PA-reg stered product. This section I, .!22132 ~ used for a new application for 
registration. 
1. Subject of submission - Check the applicable block and provide the Agency letter date if appropriate , Provide e brief explanation of the purpose(s) 

for the submission, suoh es "tha addition of II site, pest or crop (specify)"; "emend the Confidential Statement of Formula by ... "; "reregistration 
submission~; • al label revision of use directions.· Attach a separate page if additional space is needed. 

• • 
SECTION Ill (Pa!:Uging end Container Information) - This Section must be completed for all applications submitted in connection with new 
registration or ap ~ • rnendments. 
1. Type of Packaging - heck the appropriate block If your product will be packaged in the indicated packaging typH. 

Indicate the size f the indi"1d'lQII' kets end number per retell container. 
2. Type of Retalt C n ~~r - I ic&te e of container in which product will be marketed. 
3. Location of Net Ce enw - 1~ la ha location of the net contents information for your product. 
4. Slzelsl of Rau· Coo foer ~fy the net contents of all retail containers for your product. 
5. Location of utl t>tr ations • I the locotion of tho use directions for your product. 
6. Manner In whicf\.label ie affflcff l~ product• Indicated the method product label ls attached to retail ct>ntainer . 

•••• 
SECTION IV (I! ~~~Pointl - This Section must be completed for all applications for Registration actions, i.e ., new products registration, 
resubmission, •me_too, · . reregistration, ate • 

• • •• •• 1-5. Salt-explanatory. • 
6. EPA Use Only. 
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Form Approved OMS No. 2070.0060 

~;; .. ) UNITED STATES ENVIRONMENTAL PROTECTION AGENCY -~ 401 M Street, S.W. - WASHINGTON, D.C. 20460 

Papeiwor1< R&ductlon Act Notice: Too pub[lc reporting burderi for lhls coledlon of information is es!lmaled to a-verage 1,25 hours pe-r rE!-$ponse for registration 
and 0.25 hours per response ror re~1ration and special revimv activities, iocluding ti"ne for reading lhe instructions and completillQ lhe necessary foons. Send 
oommoots rogard.-ig burden oslinate or any other aspoot of this collsction of infonnaoon, incklding suggestions for rooucing the burden to: Director. OPPE 
lnrormation Man~rnent Division (2137), U.S. Environmental Protection Agoocy, 401 M street, S.W., Washington, DC 20460, 
Do not s.eod the completed form to this address. 

Certification with Respect to Citation of Data 

Appllcant'slRggistrant's Nam , Adclmss, eoo Tel!lphono NumbM E-PA Reglstratioo Number/File Symbol 
Antee lnterna.tlom1I Ud. c/o Defta Analtlcal Corporation; 301 652 5495 62432-1 

Active Lnoredientfs\ :ind/or reoresentative test comDou:ndis) Date 
potassium peroxymonosuHate; sodium chloiide 19 January 2001 

Gerteral Use Pattem(s) (list all those claimed for this product uslno 40 OFR Part 158) Product Name 
Indoor Virkon S 

NOTE: If your product is a 100% repackaging of another purdiased EPA-registered product labeled f(l( au the same LIS8S on your label, you do not need to 
submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570.27). 

f_ 
I am responding to a Data-Call-In Nooce, and have induded with this lorn, a lis.l of oompanles sent offers otoompensation (the Data Malrix form should 
be us8d rorthis purpose) . 

SECTION I: METHOD OF DATA SUPPORT (Check one method only) 

D 
r em using the cite-all method of support. and have inctided with this form 

~ 
I am umg the s.electivo method of support (or cite-aa option 

a [1st of companies SQnt olfcrs of compensation (the Dala Matrix form under the selective method), and have included with this roon a 
should be used for lhis purpose). completed lisl of cjeta requiremet1ts (lhe Data Matrt>c fonn roost be 

usoo). 

SECTION II: GENERAL OFFER TO PAY 

(Required If using the clfo.all method or when using the clt~II option under the 5electlve method to satisfy ooo or more data requirements] 

D I herel>y olfor and agree to pay compensation, to other persons, wih ragard to the approval or this applicaoon. to the extent required by FIFRA. 

SECTION Ill: CERTIFICATION 

I certlfy th.at thls application for 1'8gistration. this form for reregistniCion, or thi1; Oala-Cal~I n response Is supportoo by all data submitted or cied in the 
applicslion for registra1ion. !tie form for 1'81'9gislratlon, or the Data-Call-In response. fn addition, if the e1e-all option or cit8-all option under the selective method is 
indicated in Section I, this app,licstion is &up,:,orted by all data 1r1 the Agency's files that ('I) coocem the properties or effects or this product or an Identical or 

bstantialy similar product, or one or more of the l~odlcnts in this product; and (2} is a type e>f dt1la Iha! would be required to be submllmd ullder the data 
quirements in effect on the date or aJ)proval or this appUcatlon If the applicaoon sought the initial regi6trstion of II product or Identical or similar composition alld 

uses . 

I certify tl'\at for eacll exciusMi IJ5e study cled in eup,:,oct or 11\ls ~allon or reregistration, that l am the original data submitter or that I have otll.Etined 
the written JM!rmlsslon of the original data submiber to dee that study. 

I oertify lhst kw each study cited In .suppOft of this registration or reregistration that is not an exciusive use study, either: (El) I am the original data 
submitter: (b) I have obtained the permit,sion of I.tie origin.al dale submMt&rto use the study in suppol1 of this application; (c) an periods of eligibility for 
oom.pens.atlon have exJ)ired for the study; (d) the study is in the public literature; or (e) I hEl'le rdfied in writing the oompany that sub~d lh9 study a"'d have 
offered (I) to pay comptmsatlon to the extent required l>y sections 3(c}(1)(F) and/or 3(c){2)(B) of FIFRA and (ii} to commence negoCiatlons to ~IWUine the 
amount and terms of oompensation, if any, to be paid for the uee of the atudy. • • .. .. . 

I certify thiat In an lnstanoes whera an offer of compensation is required. copies of all offers to pay compensation and evidence of t!W" "kry in 
accordance with sections 3(c)(1)(F) and/or 3{c){2)(B) of FIFRA are available and will be submitted to the Agar.cy upon request. Should I fall4o produce such 
evidence to the Ag1mcy upon request. I ullderstand that the Agency may initiate action to deny, carKl!ll or suspelld the regiSWil\lif.ny product ii.conformity with 
FlFRA. • • • • • • • • • • 

I certify that Iha statements I have made on lhls form and all attachments to It are true, accurate, and co~.:1 ackno'lflldde"1at any 
knowingly false or mh1leading statement may be pmlshable by fine or Imprisonment or both under applicable l.iw. •• • • • ••••• ••••• • -

••••• • Si!J,etur9 Date Typed or Printed Name and Title 
•••• 

19 JAN01 Jeff Jones, Agent, Antee lnternll"1g~J,Jl:l . 

EPA Form 8570-34 {9 97) Electronic and Paper versions available. Subnvt only Paper version. - . . 
•••••• • 
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·- ·-
..... A, Form Approved OIi.ii No. 207~0 

\~ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The pubnc reporting burden for this oolledlon of Jnfomiation 1$ estimated to a~rage 0.25 hours per respollS8 for registration activities and 0.25 hours pet response for 
remglstratioo and special review actlvltles, 11'\cluding time for reedlr,g the lnstnJcdons aoo oomplating the necessary forms. Send comments regardlllg the burden estimate or any other' aspoot ofthls collectl011 or 
infonna1ioti, inclUding suggestions for redudng the burden to; Dlr&etor, OPPE Information Ma11agement Division (2137), U.S. Environmootal Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do oot 
sond Cha form to (his address. 

DATA MATRIX 

Oate 19 January 2001 EPA Reg No.lFile Symbol 62432-1 Page 1 of 2 

Applicanfs/Re,gtstiant's Name & .Address Product 

Antee lnt9rT1atlonaJ Ltd. c/o Delta Anal)'tlcal Corp., 7910 Woodmont Ave., Ste .1000, Bethesda, MD 2081 4 Virkon S 

Ingredient potassium peroxymonosullate; sodium chloride 
I 

Guldeline Reference Number Guldeine Sfu(jy Name l'.RID Number Submitter Statos Nate 

830~2 Coder seo Note 1 A.H. Robins PER 2 

83D-6303 Physical state -Do- ·Do- -Do- -Do-

830..fi304 Odor -Do- ·D<r -Do- ·Do-

830-6314 Oxidation/Reduction -Do· -Do- -Do· ·Do· 

830,6315 Flammatilitylffame extension NIA 3 

830"0316 Ex~bfllty N.IA 4 

830-7100 Vlsooslty NIA s 

830-1650 D&scriptlon of 1ormulatlon process -Do· A.H. Robins -Do- ·Oo· 

830-1 670 Discussion ol formation ol impurities -Do- -Oo- · D<r ·Do, 

830-1800 Enforcement analytical method ·Do- -Do- -Do- -Do-

B30-63f7 • • •••• Storage stability -Do- -Oo- -Oo- •Do-

830-6320 ••• •• • Corrosion characceristiC$ -Do- -Do- -Do- -Do-• • • ! •• 
• • •••• 

••• • ••• • • •• • . . - . . . . . 
• • • • • • • • • • • • • • • • It • 
- - .. - -- .. ... - .. 

Sl~natun! ~Co~e~ Name and Title Da!B 

Jeff Jones, A4Jert, Anteo International Ud. 19 JAN01 

EPA Form 8570-35 (~97) Eledronlc and Paparversions available. Submit only Paper versiOn. Agency Internal Uee Copy 
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·- ·-,,..., Fom, Approved 0MB No. 2070-0060 

~A. ' UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
~ 401 M Street, s.w. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notic:.: The public reporting burden for this collection of lnfonnation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration arxl special review ad.lvities. indudlng lime klr reeding 1he instructions and oomplellng the necessary torms. Send comments rsgarding Che burden estimate or any other asp8Ct or this collection of 
information, indudlng suggestions for reducing the burden to. Director, Of'PE lnfoonation Management Division (2137), U.S. Environmental Protection Agency. 401 M Street. S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Dale 19 January 2000 EPA Reg No./Re Symbol 62432-1 Page2 of 2 

Applicant's/Registrant's Name & Address Product 

Antee lnterational Ltd c/o Delta Analytical Corp., 7910 Woodmont Ave., Ste. 1000, Bethesda. MD 20814 Virkon S 

lngredie~ polassium pot"oxymon~lfate; sodium chloricf8 

Guideline Referenoe Number Guidefioo Study Name MRID Number Submitter Status Note 

81-1 Acute oral toxicity 41057402 A.H. Robins PEA 2.. 

81 ·2 Acute demial toxicity 41057403 -Do- -Do· 

81 3 Acute inhalallon toxicity 41057404 -Do- -Do-

81-4 Pnrnary skin irriation 41057405 -Do- -Do-

81-4 Primary skin lrrlation 41057406 -Do- -Do· 

81-5 Ptimary eye irtitation 41057407 -Do- -Do-

81-5 Primary eye irrlto'ltlon 4 1057408 -Do- -Do-

81 -6 Skin sensitiza1ion 41057409 Do- Do-

t 

. . .... 
• • • • ••• •• • • • • • •• . . - -• ••••• 

- - -
• • • • • • • • • 
• • • • • • • • - . . . . 
••• • • • • •••• 

Slgnlture • 

~ · ~~B-1' 
Name and Title Date 

Jeff Jones, Agent, Antee International Ltd. 19 JAN 01 

-- -- - - -- ... ·- -· . . .. 
yfo'aper 
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~) 

Form Approved 0MB No. 2070-0060 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

~:7 401 M Street, S.W. 
WASHINGTON, O.C. 20460 

Paperworic Raduction Act Nolice; The public reporting burden for lhli. collection of Jnfotmation is estimated to average 0.25 hours per response for registration activities and 0.25 hoors per response for 
rereglsttaUoo and special review actMtkis, including time ror reading the instructions and cof11)1etlng ~ necessary forms. Send comments regarding the burden estimate or any other aspect or this co!Jectlon of 
inftlrmation, lnd udlng suggestions for reducing the burden to; Director, OPPE Information Mal\agement Division (2137}, U.S. Environmootal Protection Agency, 401 M Street, S.W., Washilgton, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Dale 19 January 2001 EPA Reg No./File Symbol 62432-1 Page 1 of 2 

Applicant's/Registrant's Name & Address Product 

Antee lntetnatlonal Ud. c/o Delta Analytical Corp., 7910 Woodmont Ave .. Ste .1000, Bethesda. MD 20814 Virkoo S 

Ingredient potassium peroxymonosut1ate: sodium chloride I I 

Submlter Status Note 

A.H. Robins PER 2 

-Do- -Do- ,Do-

-Do· ·Do- ,Do-

-Do- -Do- -Do· 

3 

4 

5 

A.H. Robins ·DO· -Do-

,Do- -Do- ·DO· 

.[)o. -Do- -Do-

.[)o. -Do- -Do-• • • ••• • • • • ••• •• • -Do- -Do- ,Do-• • • • • • • • • • • • ••••• 

••• • ••• • • •• • • • • • • • • • • • • • ·• • : . • • - . . - - - -•• • • •• • •••• 
Signat.ire 

·~·~~ 
Name and TIie Date 

Jett Jones, Agen, Arrtoo International Ltd. 19 JAN 01 

EPA Form 8570-35 (9-97) Electronic and Pap&r versions availabl0. Subml only Paper verslon. Agency Internal u .. Copy 
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Form Approved 0MB No. 207~ 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S,W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The pubic reporting burden forth5 oollecllon oflnfom1atlon is estimated to average 0,25 hours per responsa for regfmtlon adMtles and 0.2~ hours per response for 
reregistrution and special review adlvitl6s, lndudmg l!me for reading the instructions and oompletfng Ule necessary forms, &md comments regarding the burden tlrimate or any other aspect of thfs collectxm of 
Information, Including su~s ror reduclng the oorden lo: Director, OPPE lnfonnation Management Division (2137), U.S. Environmental Protection A,Jeney, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to lhls address. 

DATA MATRIX 

Date 19 Januaiy 2()00 EPA Reg No.lFI& Symbol 62432-1 Page 2 or 2 

Appli:ant'sJR8Qi$1rant's Name & Address Product 

Antee lrteralional lld, do Delta ~alytlcal C01p,, 7910 Woodmont Ave., Ste. 1000, Bethesda, MD 20814 Vlrkon S 

lngrediert potassium pe,oxymonsulfate: sodium chlorldo " •• 
1 

SubmktrN Status Not~ 

A. H. Robins PE_R ?-. 

-Do- -Do-

-0~ ·Do-

·D<>- ·DO· 

·Do- r -Do· .. 

·Do- -Do-

-Do- -Do· 

-Do- ' ·Do-
i 
'· 

' 

~ . I 

-. . . . . 

. . 
I • . : . . . . . : . . . 

I . . 
" 

. . ; 

. 
S~natJJllJ 

~<JO~G--1' 
Nameandnle Date 

Jeff Jones, Agent, Antee lrt8'natlonal Ltd . 19JAN01 
.. . . - . . . .. 

7) 'aper lyPape 
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AMERICAN HOME PRODUCTS CORPORATION 
FIVE GIRALDA FARMS, MAOISO , NfW JERSEY 07940 {973} 660-6SJS, FAX (973) 660-7176 

Ms. Linda S. Propst, Chief 

Product Registration Branch, SRRD 
Office of Pesticide Programs 

US Environmental Protection Agency 
Washington DC, 20460 

Dear Ms. Propst 

January 17, 2001 
TIMOTHY T. SLATER 

ASSOCl,>.TE CENERI\L CO UNSH 

A.H. Robins Company C'RobiJU") is a subsidfary of American Home Products Corporation and r 
am counsel to and Assistant Secretary of Robins, In those capacities I am writing on behalf of Robins to 
grant Antee International Ltd., Chilton Industrial Estate, Sudbury; Suffolk C010 6XDt England 

permission to cite data listed in Attachment I presently owned by Robins. I understand this data wilJ be 
cited in support of reregistration ofVirkon S (EPA Reg. No. 62432-1) and Virkon (EPA Reg. No. 62.432-
2). 

As the original registrant ofVirkon S {EPA Reg. No. 778-91), Robins submitted extensive data in 
support of its registration. The registration itself was officially transferred to Antee International in 1992. 

At that time, the intent was to transfer data rights as weJI, but I understand thl!lt has not been formally e accomplished. Robins will be submitting the appropriate documents to aocomplish that objective shortly. 

• In the interim, Robins grants Antee permission to cite aJI Virkon S data presently owned by 
Robins. 

If you have any questions regarding this matter, please contact me. 

cc: Jeff Jones1 Delta Analytical Corporation 

c0/c0 ·d 9lll 099 £l6 

Very 1roly yours, 

~ 
..... 

• • • • • 
•••••• 

Timoth ter • •• • 

dHtl 

••••• • • ••••• 

• ••• • • •••• 
• • •••••• • 

• 
• • • • • • ••• 

• • •••••• • 
• 

•••• • • •••• 
• • •••••• • 
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SCHEDULE A 

Bibliography of Data Subject to Transfer Agreement 
between A.H. Robins Company and Antee International Ltd. 

41259700 A.H. Robbins Co. (1989) Submission of Data To Support Registration 
of Virkon S: Product Performance Study. Transmittal of 1 study. 

SUBMITIED BY: 000778 ADMIN-NR: 000778-91 
DATE: 10/10/89 ACCSN: 412597 00 

EXCLUSIVE USE STUDY expiring 10/09/99 

41259701 Prince, D. (1989) Laboratory Report: Primary Registration AOAC 
Dilution on Virkon S Powder: Lab Project Nos:48881: 262-174-895. 
Unpublished study prepared by Gibraltar Biological Laboratories, 
Inc. 19 p. 

SUBMITIED BY: 000778 ADMIN-NR: 000778-91 
DATE: 10/10/89 ACCSN: 41 2597 01 

EXCLUSIVE USE STUDY expiring 10/09/99 

41108300 A.H. Robins Co. (1989) Submission of Data To Support Amendment to 
Application for Registration of VirKon S: Efficacy Data. Trans-
mittal of 2 studies. 

SUBMITIED BY: 000778 ADMIN-NR: 000778-91 
DATE: 05/23/89 ACCSN: 411083 00 

EXCLUSIVE USE STUDY expiring 5/22/99 

42092400 A.H. Robins Co. (1991) Submission of product chemistry data in 
support of registration of Virkon S. Transmittal of 1 study. 

SUBMITIED BY: 000778 ADMIN-NR: 000778-91 
DATE: 11/15/91 ACCSN: 420924 00 

EXCLUSIVE USE STUDY expiring 11/14/2001 

42092401 Lybrand, R. ; Szulczewski, 0. (1991) Product Chemistry: Virkon S. 
Unpublished study prepared by A_ H. Robins Co. 16 p. 

SUBMITTED BY: ooon8 ADMIN-NR: 000778-91 
DATE: 11/15/91 ACCSN: 420924 01 

EXCLUSIVE USE STUDY expiring 11/14/2001 

41108301 Prince, D. (1989) Laboratory Report; Virucidal Assay--EPA Method: 
Report No. 49325; Study Nos. 554-161-2565; 551 -161 -2544. Unpu-
blished study prepared by Glbraltar Biological Laboratories, •••••• 
Inc. 16p. : •: 

SUBMITTED BY: 000778 ADMIN-NR: 000778-91 
DATE: 05/23/89 ACCSN: 411083 01 

EXCLUSIVE USE STUDY expiring 5/22/99 

•••••• • • •• 
••••• • • ••••• 

•••• • • •••• 
• • •••••• • 

• 
• • • • • • ••• 

• • •••••• • 
• 

•••• • • •••• 
• • •••••• • 
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41108302 Prince, D. (1989) Laboratory Report: Vlrucide Assay-EPA Method: 
VirKon S: Report No. 49324: Study No. 554-161-2565. Unpublished 
study prepared by Gibraltar Biological Laboratories, Inc. 16 p. 

SUBMITIED BY: 000778 ADMIN-NR: 000778-91 
DATE: 05/23/89 ACCSN: 411083 02 

EXCLUSIVE USE STUDY expiring 5/22/99 

41382100 A.H, Robins Co. (1989) Submission of Efficacy Data to Support the 
Amended Registration of Virkon S Disinfectant. Transmittal of 1 
study. 

SUBMITIED BY: 000778 AOMIN-NR: 000778-91 
DATE: 02/07/90 ACCSN: 413821 00 

EXCLUSIVE USE STUDY expiring 2/6/2000 

41382101 Prince, 0. (1989} Disinfectant Screening Testing: AOAC Use Dilu­
tion Test: Virkon S Disinfectant: Report No. 52905: GBL Study 
No. GR59. Unpublished study prepared by Gibraltar Biological 
Laboratores. 13 p. 

SUBMITTED BY: 000778 ADMIN-NR: 000778-91 
DATE: 02/07/90 ACCSN: 413821 01 

EXCLUSIVE USE STUDY expiring 2/0612000 

41057400 A.H. Robins Co. (1989) Submission of Product Chemistry and Toxicity 
Data to Support the Continued Registration of VirKon-S. Trans-
mittal of 11 studies. 

SUBMllTED BY: 000778 ADMIN-NR: 000778-91 
DATE: 04/07/89 ACCSN: 410574 00 

EXCLUSIVE USE STUDY expiring 4/06/99 

41057401 A.H. Robins Co. (1989) Product Chemistry Data for VirKon-S and Its 
Active Ingredients: Laboratory Project Product Data for 
VirKon-S. Unpublished study. 32 p. 

SUBMITIED BY: 000778 ADMIN-NR: 000778-91 
DATE: 04/07/89 ACCSN: 410574 01 

EXCLUSIVE USE STUDY expiring 4/06/99 

41057402 Gabriel, D. (1989) VirKon-S, A.H. Robins Disinfectant, Lot No. 
02809160 ... Acute Oral Toxicity, LD50-Rats: Blosearch Project No. 
88-6437A. Unpublished study prepared by Biosearch, Inc. 19 p. 

SUBMITIEO BY: 000778 ADMIN-NR: ooonS-91 
DATE: 04/07/89 ACCSN: 410574 02 

EXCLUSIVE USE STUDY expiring 4/06/99 •••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• ••• • • •••• 
• • •••••• • 

• 
• • • • • •• • • 

• • •••••• • 
• 

•••• • • •••• 
• • •••••• • 
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41057403 Gabriel, D. (1988) VirKon-S. A.H. Robins Disinfectant, Lot No. 
02809160 ... Acute Dermal Toxiclty, LDSO--Rabbits: Biosearch 
Project No. 68-6437A. Unpublished study prepared by Biosearch, 
Inc. 8 p. 

SUBMITIED BY: 000778 AOMIN-NR: 000778-91 
DATE: 04/07/89 ACCSN: 410574 03 

EXCLUSIVE USE STUDY expiring 4/06/99 

41057404 Hershman, A. (1988) VirKon-S, A.H. Robins Disinfectant, Lot No. 
02809·160 ... Acute Inhalation Toxicity, Single Level, 4 Hour 
Exposure--Rats: Biosearch Project No. 88-6437A. Unpublished 
study prepared by Biosearch, Inc. 21 p. 

SUBMITIED BY: 000778 ADMIN-NA: 000778-91 
DATE: 04/07/89 ACCSN: 410574 04 

EXCLUSIVE USE STUDY expiring 4/06/99 

41057405 Moore, G. (1988) VirKon-S, A.H. Robins Disinfectant, Lot No. 
02809160 ... Primary Eye lrritatlon--Rabbits: Biosearch Project 
No. 88-6437A. Unpublished study prepared by Biosearch, Inc . 
11 p. 

SUBMITIED BY: 000778 ADMIN-NR: 000778-91 
DATE: 04/07/89 ACCSN: 410574 05 

EXCLUSIVE USE STUDY expiring 4/06/99 

41057406 Moore, G. (1988} VirKon-S, A.H. Robins Disinfectant, Lot No. 
02809160 ... Primary Eye lrritatfon--Rabbits: Biosearch Project 
No. 88-6437A. Unpublished study prepared by Biosearch, Inc. 
11 p. 

SUBMITIED BY: 000778 ADMIN-NR: 000778-91 
DATE: 04/07/89 ACCSN: 410574 06 

EXCLUSIVE USE STUDY expiring 4/06/99 

41057407 Gabriel, D. (1988) VirKon-S, A.H. Robins Disinfectant, Lot No. 
02809160 ... Primary Skin lrritation--Aabbits: Biosearch Project 
No. 8S-6437A. Unpubllshed study prepared by Biosearch, Inc. 
9p. 

SUBMITIED BY: 000778 ADMIN-NR: 000778-91 
DATE: 04/07/89 ACCSN: 410574 07 

EXCLUSIVE USE STUDY expiring 4/06199 

41057408 Gabriel , D. (1988) VirKon-S, A.H. Robins Disinfectant, Lot No. 
02809160 ... Primary Skin lrrltation--Rabbits: Biosearch Project 
No. 88-6437A. Unpublished study prepared by Biosearch, Inc . 
8 p. 

•••••• • •• • • 

SUBMITIED BY: 000778 ADMIN-NR: 000778-91 
DATE: 04/07/89 ACCSN: 410574 08 

EXCLUSIVE USE STUDY expiring 4/06/99 

•••••• • • •• . ... . . 
• • ••••• 

•••• • • 
••• ti 

• • •••••• • 
• 

• • • • • . .... 
• • .... ... 
• 

• 
•••• • •••• 

• • ....... 
• 
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41057409 Daniels, D. (1989) VirKon-S, A.H. Robins Disinfectant, Lot No. 
02809160 ... Guinea Pig Dermal Sensitization--Modified Buehler 
Method: Biosearch Project No. 88-6437 A. Unpublished study pre­
pared by Biosearch, Inc. 16 p. 

SUBMITTED BY: 000778 ADMIN-NR: 000778-91 
DATE: 04/07/89 ACCSN: 410574 09 

EXCLUSIVE USE STUDY expiring 4/06/99 

41057411 Prince. 0 . (1989) Primary Registration: AOAC Use Dilution of Virkor, 
S Powder Disinfectant: AOAC Use Dilution Test: GBL Study No. 
264-17 4-895. Unpublished study prepared by Gibraltar Biological 
Laboratories, Inc. 18 p. 

SUBMIITED BY: 000778 ADMIN-NR: 000778-91 
DATE: 04/07/89 ACCSN: 410574 11 

EXCLUSIVE USE STUDY expiring 4/06/99 

41057410 Prince, D. (1989) EPA Supplemental Registration of Virkon S Disin­
fectant: AOAC Use Dilution Test: GBL Study No. 264-174-923. 
Unpublished study prepared by Gibraltar Biological Laboratories, 
Inc. 15 p. 

SUBMITIED BY: 000778 ADMJN-NR: 000778-91 
DATE: 04/07/89 ACCSN: 410574 10 

EXCLUSIVE USE STUDY expiring 4/06/99 

..._ 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• ••• • • •••• 
• • •••••• • 

• 
• • • • • • ••• 

• • •••••• • 
• 

•••• • • •••• 
• • •••••• • 
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DAT'E 

UNITED STATES ENVIRONMENTAL P'ROTECTJON J.GENCY 

Antee lnterna,tiona.'1 LTD. 
C/0 Della .Analytical Corporation 
7910 \Voodmont Avenue #1000 
'Bethesda, r,,..10 20& 14 
Attn · T. Jeffrey Jones 

Subject· R,eview· of Product Chernistry Data, NlRID Numbers 4058 J 5-01, 4058 15-02 and 
405815-03 for Peroxy Compounds Reregistration Eligibility Decision (RED), EPA Reg . 
I 'o . CJ2~J2- l. 

Dear Mr. Jones . 

The Agenc.:y has rec.eive.d your submission of product chemistry data for the reregistration 
of EPA Reg No 62432-1 and has made the following determinations: 

J. For most of the physical and chemical properties, the data submitted do not support 
the reregistration reqLlirenients for th.c subject product, because the data submitted are 
those of "Oxone Monopersul.fate Compound" (45% Triple Sal't, Oxone), rather than 

than the data for Virkon S". You must submit or cite sludies for the following 
requirements: Color (Guideline 830-6302), Physical State (Guideline 830-6303), Odor 
(C.uidclinc 830~6304), OxidationlReduction:Chemical lncompatibility (Guideline 830-
(, :-; 1 -i J, flammability/Flame Extension (Guideline 830-6315), Expiodability (Guidc·line 
83 0-63 16), Viscosity (Guideline 830-7 l 00), if product is a liquid, Description of 
Formulation Process (Guideline 830-1650), Discussion ofFonnation ofln~pmfoes 
(Guideline 830-1670), Enforcement .Analytical Method (Guideline 830-1800), and the 
one year, room temperature Storage Stability (Guideline 830-6317) and Corrosion 
Cha raderistics (Guideline 83 0-6320). You may submit waiver requests if any of these 
studies do not apply to the product or cite the I\1RID numbers or studies that would 
support this product. 

2. Comments on the Confidential Statement of Fonnula (CSF) and the label will he 
deferred until all product chemistry data have been reviewed. 

...................... . ................................... ·····-·· .......... ···-··········· ................ . 
................ ,,. .. .............................................................. ~ .................. 

EPA f om, 1320-1A (1'90) 
OFF&C:J.lL Fl~E COPY 

•u.s.~ Ptlmlng Ollcl: 1,1112 - ~ 72 
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Adequate <lata for the studies specified above must be cited within 30 days ofreceipt of 
h, let er Tfym1 choo. e to conduct new studies, you must notify the Agency of your intentions 

\\ it 11111 IO davs u1 receipt of this letter and submit the data within 90 days from receipt of this 
kttcr Failure to respond within these time frame · could result in a Notice oflntent to Suspend 
( Of.") affecring the reregistration of your product. 

A copy of the Agency review of product chemistry data is enclosed with this letter. 

Should you have any further questions, please contact Veronica Dutch ofmy staff at 703-
JOS-8585 . 

f'nclo urc 

incerely, 

Linda S. Propst, chief 
Product Reregistration Branch 
Special Review and 
Reregistration Division 
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DATa 

UNITED ST ATES ENVIRONMENT AL PROTECTION AGENCY 

Ar tee International LTD. 
C/0 Delta Analytical Corporation 
7910 Woodmont A venue # I 000 
Th·• 'll cln. 1D 20814 

·, I 1_-)·, \ 1,,nc, 

~ubject. Review of Acute Toxicity Data, ~1RID Numbers 426074-0L 426074-02, 426074-03 , 
426074-04 and 426074-05 for Peroxy Compounds Reregistration Eligibility Decision 
(RED), EPA Reg. No . 62432-1. 

De;11 1\'lr Jones: 

The Agency has received your submission of acute toxicity data for the reregistration of 
EPA Reg. "No. 62432- I . The submitted studies on acute oral Guideline 81-1 , acute dermal 
Guideline 81-2, acute inhalation Guideline 81-3, primary eye irritation Guideline 81-4, primary 
skin irritation Guideline 81-5 and skin sensitization Guideline 8 l-6 are not acceptable. The test 
1 iat('ri:11 ll'-C' d in 11e studies is not substantially similar to the subject product, therefore, you must 

it~' 0Ll 1i:.f. tudies or submit studies pe1formed on the subject product. 

Adequate data for Lhc sludies specified above must be cited within 30 days of receipt of 
this kl!cr ff you choose to conduct new studies, you must notify the Agency of your intentions 
wirl in IO days of receipt of this letter and submit the data within 90 days from receipt of this 
letter. Failure to respond within these time frames could result in a Notice of lntent to 
Su pend (NOlS) affecting the reregistration of your product. 

A copy of the Agency review of product chemistry data is enclo cd with this letter 

COHCUIUtl NCU 

·········-······ ······"···......... .................... ................... ................ . .............. . 
. ................ ... ................ • • _. • • • 9;9 ........ ..... - ........................... . 

EPA Form 1320-1A (1190) OFfl(;IAL FlL.E COPY 
V,S, ~ PmiinQ Olb: 1982 - GO Ml/40172 
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Should you ha vc any further questions, please contact Veronica Dutch of my staff at 703-
~ll.' -R585 

Sincerely, 

Linda S. Propst, chief 
Product Reregistration Branch 
Special Review and 
Reregistration Division 

' En, lo.ure 

' 
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Antee International LTD. 
C/0 Delta Analytical Corporation 
70 n Woodmont Avenue #1000 
1J ' the:da., MU 20814 
Al tn: T. Jeffrey Jones 

Subject: Review of Acute Toxicity Data, l'v1R.1D Numbers 426074-01, 426074-02, 426074-03, 
426074-04 and 426074-05 for Peroxy Compounds Reregistration Eligibility Decision 
mro). FPA Reg. No. 62432-1. 

Dear \fr . ones: 

The Agency has received your submission of acute toxicity data for the reregistration of 
EPA Reg. o. 62432-1. The submitted studies on acute oral Guideline 81-1, acute dermal 
Guideline 81 -2, acute inhalation Guideline 81-3 , primary eye irritation Guideline 81-4, primary 
skin irrita1ion Guideline 81-5 and skin sensitization Guideline 81-6 are not acceptable. The test 
material used in the studies is not ubstantiatly similar to the subject product, therefore you must 
cite other tudies or submit studies performed on the subject product. 

Adequa e data for the tudies specified above must be cited within 3 0 days of receipt of 
this letter. If you choose to conduct new tudie , you mu t notify the Agency of your intentions 
\Vit 1i11 l O days t' f receipt of this letter and submit the data within 90 days from receipt of this 
IC'ttL·r F,1 il11re to respond within these time frames could result in a Notice oflntent to 

u pend ( O!S) affecting the reregi tration of your product. 

A copy of the Agency review of product chemistry data is enclosed with this letter. 
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Should you have any further questions, please contact Veronica Dutch of my staff al 703-
308-8585 . 

Sincerely, 

Linda S. Propst, chief 
.Product Reregistration Branch 
Special Review and 
Reregistration Division 

I Enclo urc 

' 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASH INGTON, D.C. 20460 

December 06, 2000 

.MEMORANDUM: 

Subject: EPA Reg. No.: 62432-1/Virkon S 
DP Barcode: D270556 
Case No.: 4072 

OFFLCE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

F M 
. . . h . IL.... ~ o_rA'~~ {~ I r~l u-v 

rom: ana Rivera Piansay, C crrust i~ 
1 

~· 
Product Reregistration Brmch :~ 
Special Review and Reregistration Division (7508C) ~Y 

To: Veronica Dutch, CRM 
Product Reregistration Branch 
Special Review and Reregistration Division (7508C) 

Applicant: Antee International LTD. 
Chilton Industrial Estate 
Sudbury, Suffolk COlO 6XD 
England 

FOR:MULATION FROM EPA Reg. No. 62432-1 LABEL: 

Active Ingredient(s): 
% by wt. 

Potassium peroxymonosulfate ....•...•........•..•...........................•...... 20.4 % 
Sodium Chloride ...................... : ................................................. 1. 5 % 
Inert Ingredient(s): ................................................................... 78.1 % 

Total: 100.0% 

1 

178



I 

I 

BACKGROUNJ>: 

In the 8 month response to the Peroxy Compounds RED, the registrant submitted 
acute oral, acute dermal, acute inhalation, primary eye irrjtation, primary skin irritation and 
skin sensitization studies, in support of the reregistration of Virkon S, EPA Reg. No. 62432-
1. The MRID numbers are 426074-01 through-05. 

RECOMMENDATIONS: 

The submitted studies on acute oral, acute dermal, acute inhalation, primary eye 
irritation, primary skin irritation and dermal sensitization are not acceptable to support this 
product because the test material used in the studies is not substantially similar to the subject 
product. The registrant must cite other studies or submit studies performed on the subject 
product. 

The acute toxicity profile for EPA Reg. No. 62432-1 is currently: 

Acute Oral 
Acute Dermal 
Acute Inhalation 
Primary Bye 
Primacy Dermal 
Skin Sensitization 

Unacceptable 
Unacceptable 
Unacceptable 
Unacceptab1e 
Unacceptable 
Unacceptable 

LABELING: The product labeling will be evaluated upon receipt of acceptable acute toxicity 
studies. 

2 
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Page No. 
07/15/97 

l 

CASE 

NO. REG . No. 

0 DIVISION AD 

• PHJ1 
4003 10807·177 

4072 1677· 129 

~\~\ ~ 
\. o-~q 

f ~ 4on 1677·159 

4072 52252-1 

40n 52252- 5 

1oon 522S2-6 

4072 52252·7 

4072 58779·1 

4072 65402·1 

VAi VER GUlOELINES 

, . .,. 

PROOUCT REREGISTRATION 
WAIVER REQUESlS 
TRACKING- REPORT 

(Sorted by Div{1ion/Sectlon) 

WAIVER 
REQUEST DATE GRANTED 
SENT TO REVl8' OR REQUEST REQOeSTED 

RECEJVEO TO BE MAIVEO REVIEM RECEIVED DENIED COl1MENTS 

07/15/~ 91 · 4, 91·5, 91·2, 91 · 7, 91 · 8, 91·Z, 07/17/97 I I 
91 · 3 

06/10197 91-2 ) 07/17/97 I I 

06/10/97 91 · 2 ' ~~{;l~ 07/17/97 I I 

06110191 91-z-i- 07/17/97 I I 

06/10/97 91·Z ~ J·O 07/17/97 I I 

06/10/97 91 -2 ; ',~ioJ-" 07/17/97 I I 

06/10/97 91 · 2 07/17/97 I I 

06/10/97 91 · 2 rilf..... · 07/17/97 I I 

06/10/97 91 · 2. 91 · 2,.l, 91 · 2,7 NO, 1rm 07/17/97 I I 

06/10/97 91 · 2, 91·2,3, 91·2,l, 91·2,3, 91 · 2, 07/17/97 I I 
91·2, 91 · 2 ""i\p;·.v-l 

- -

0 , ....__,:_ V I , ' / °'-
<Z' i? I') )\ ; · ·~) ;,1 j") 

CRM 

"" 
w 

VO 

VO 

VO 

w 

VO 

VO 

VO 

VO 
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· Date: 
MEMORANDUM 

~/Jo/ 97 r z 

SUBJECT: Request for review of Data Waiver(s) and/or Time Extension(s) 
Submitted in Response to the Product Specific DCI Issued With: 

RED (name): /?e. LO Y..f (MfJc/5 Case #: 'f () 1;).. 

Debra McCa1t;-PRS1PeRS1TfIB1RO- f,41.3 I ;t}ou; ~d TO: 

FROM: ifto t1 i' cei Ot!l-c £ , cRM 
PRB/SRRD .--
Telephone # ,36 g- -- f 5'f 5 

Please review the attached request(s) for data waiver(s) and/or time 
extension(s). Please give recommendations for approval, disapproval or 
other action{s) with rationale/reasons as appropriate. 

EPA Product GLN# T Approval/ EPA Product GLN# 
Registration # w Dissa ppr oval/ Registration # .. Other Action 

.cr12Q-S· 11-l. 1. J (p 7.S-- :~ 'j . r!-:z ~-
q; ... 'z. 

'52 252-f · (j/-~ w 91-2 

s22s2.ta· 9/-..!l .~ (,S<f 02-1 . 9/-7 
91--2, ~ 

~2 2S74 7 qJ-? . I 
~ ~11-z ~ 

' 

, 
9/-] ~ 

;7.s;.;07 71--2 w I 
'JJ....-2. 
'I I-- 2.· 

s ';'777,./. 9!-~ LJ 11-z. 
9/i.3 I.J 
qf-;i~ 7 J.) 

, 

* T == Request for Time extension 
W = Request for data Waiver 

Reviewer's Signature 

T Approval/ 
w Disapproval/ 
• Other Action 

w 
tJ 
w 

(,J.) 

J 
,,J 
µ) 

iJ 
,,J, 
ul 

"Date 
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DR. ALAN R. WAGNER Private Consultant 
Clinical Investigations Regulatory Affairs and Technical Services 

2304 Anhinga Drfve 
Kissimmee, Florida 34743 

Ph: 407/344-9803 
Fax: 407/344-9980 

' 

' 

December 22, 1994 

Document Processing Desk (RED-SRR0-4072) 
Office of Pesticide Programs (H 7 5 04 C) 
U.S. Environmental Protection Agency 
Attention; Ms. Veronica Dutch (H7508W) 
401 N Street S.W. 
Washington, D.C. 20460-0001 

Re: DATA CALL-IN RESPONSE 
Perox.y Compounds, Case# 4072-EPA Product 
Registration 62432-1 (Reregistration Eligibility Decision) 

Oear Ms. Dutch: 

Jn accord with our recent telephone conversation regarding the Data Call-In Response submissions, please 
find Data Requirement 40 CFR 158.160 Product Performance Section 91 -2 as identified in the volumes as 
listed. 

Volume I - Use Dilution Test 
Vo,lume II - Virucidal Effectiveness Test 
Volume Ill ~ Fungicidal Efficacy ofVirkon S 
Volume IV - Fungical Efficacy ofVirkon S 
Volume V - Fungicidal Efficacy of Virkon S 
Volume VI - Primary Registration AOAC Use-Dilutio1l on Virkon S Powder 
Volume VJI - Disinfectant Screening Tcsting-AOAC Use Dilution Test 
Volume Vill-The Evaluation of the Efficacy ofVirkon S Against Clostridium perfiingcns (vegetative cells) 

Regarding the 91-2 comparative product performance data required to be developed and maintained in the 
registrant's file, Antee International, LTD has initiated an extensive comparative product testing project with 
ViroMed Laboratories, Inc , 610 I Blue Circle Drive, Minneapolis, MN. The data will be submitted to the 
agency upon completion in accordance with this requirement. 

Again, Ms. Dutch, thank you for your excellent review of our Data CaU-In Response submissions and your 
assistance and courtesy extended to me. 1 hope to have the opportunity to.meet \Yith you again during my 
next visit to your agency. 

Sincerely, M "°' .:;. 
0 Q Cl' • ~, Cu~~ "l), \I, ' I 

Alan R. Wagner, D.V.M., M.S. 
Manager Technical, Regulatory Affairs 
Agent for Antee lntemational, LTD 

ARW/mw 

Express Mail 
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• 1 ? 
APPLICATION FOR RE_-REGISTRATION 

Please road Instructions on revers& befou1 compfeting form om1 1oorov F A ed 0MB N 7 06 o. 20 O•O 0. Anorovr1 cxoires 11 -30-93 

(A) United States Environmental Protection Agancy 
· ·~Registration 

OPP Identifier Number 

~EPA Office of Pesticide Programs (H7505C) 
Washington, DC 20460 Amendment 191021 Application tor Pesticide: Other 

Section I 
1. Company/Product Numbor 2. EPA Product Manager 3. Proposed Classiricalion 

62432 Mc:: - 'Rnt-h c. nn11nl ::,.,. 
ONone D Restricted PM# 

~ 

4 . Company/Product (Nama) 

VIRKON s 32 
5. Namo and Addre-ss of Applicant (Include ZJP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 

Antee International, Ltd (b)(i), my product is similar or identical ln composition and labeling 

Chilton Industrial Estate to: 

Sudbury, Suffolk C010 6XD EPA Reg. No. 
ENGtfD 

Check if this is 11 new address Product Name 

Section 11 
-- Amendment - Explain below Fioaf printed labe ls in rosponse to 

Agancylatterdauxj - -Resubmission in respoose to Agency letter dated 
"Ma Too· Application. 

1 •6flcation · E,plolo below, 
,._ 

X Other· explain below. 
-

Explanation: Use additional page(s) Ir necessary. (For ,ection I 8/ld Section II.) 

Application for Reregistration 

Peroxy Compounds, Case # 4072-EPA Product 
Registration 62432-1 (RED) 
Data Rec:ruirements 40 CFR 158.160 Guideline 91-2 (attached) 

Section Ill 
1. Materlal This Product WIii Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Containor 8 Yes• ~Yes tjYos 
~~ru Plastic 

No No No Glass 

II "Yes," No. per If "Vos," No. per 
Pape, 
01her (Specify 1 

'rtlflcatlon must be Unit Packa9e wgt. oontainer Package wgt. container 

I 
ocalion of Net Contents Information 4 . Size(s) of Retail Container 

2.5 Kg 
5. location of Label Directions 

·Ei:30nLabel 
0Labol 0 Container 5.0 Kg., 25 Kq. I 35 qr :l Oo Labe!ino aooomoanvin<J product 

6 . Manner Jn Which Labef Is Affixed To Product § Ulhograph [KJ Other( Pressure Sensitive ) 
Papergluod 
Stenciled 

Section IV 
1. Contact Point (Comp/ore items directly below for identification of indivicfl.!al to oo contacteo, if necessary, to pr~ss this apphcation.) 

Name Title Telophone No. {Include Area Code) 
~-W~j~ :P.1/.k,\'p,t.5. Manager, Regulatory Affa ~rs 

Alan R. Wagner, D.V.M., M.S. ~gent for Antee Internat ~onal,(407)344-9803 
Certification Ltc:1. 6. Da1e Application 

I certify 1hal !he stamments r have mada on this form and all attachments thoreto are truo, accurate and oompleta. Received 

I acknowledge that any knowingly false or mis loading stalBment may be punish.ible by fine or Imprisonment or (Stamped) 
both under appficable law. 

2. Signarure 3. Title 

o.Qa.-c:R. w~4~ ::t> .V,M,) ~.s. .Manager, Regulatory Affairs 
Agent for Antee .1.m:.erna tional 

4 Typed Name 5 Date Ltd. 

Alan R. Waqner f} \T M M c:- l'"\~~-~i..- ., '1 1QnA 

,, c,........., Qc:;.7n_'1 IOou ... ?.On\ P,.,vinus P.<tirions ere obsolete. 1/1/hite • 'EPA File Copy (original) Ycilo•,v . Applicant copy 
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DATA REQUIREMENTS 40 CFR 158.160, GUIDELINE 91-2 

Use Dilution Test 

Virucidal Effectiveness Test 

Fungicidal Efficacy of Virkon S 

Fungicidal Efficacy of Virkon S 

Fungicidal Efficacy of Virkon S 

Primary Registration AOAC Use­
Dilution on Virkon S Powder 

Disinfectant screening Testing 
AOAC use Dilution Test 

The Evaluation of the Efficacy 
of VirKon S Against Clostridium 
perfringens (vegetative cells) 

Page 1 of 8 

Page 1 of 12 

Page 1 of 8 

Page 1 of 8 

Page 1 of 7 

Page 1 of 18 

Page 1 of 13 

Page 1 of 7 
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C O N T E N T S 

Page 

VOLUME I - USE DILUTION TEST . . . . . . . . . . . . . . . . . . . . . . . . 1 of 8 

VOLUME II - VIRUCIDAL EFFECTIVENESS TEST . . . . . . . . . . . . 1 of 12 

VOLUME III - FUNGICIDAL EFFICACY OF VIRKON S . . . . . . . . 1 of 8 

VOLUME IV - FUNGICIDAL EFFICACY OF VIRKON S . . . . . . . . . 1 of 8 

VOLUME V - FUNGICIDAL EFFICACY OF VIRKON S . . . . . . . . . . 1 of 7 

' 
VOLUME VI - PRIMARY REGISTRATION AOAC USE-

DILUTION ON VIRKON S POWDER . . . . . . . . . . . . . 1 of 18 

VOLUME VII - DISINFECTANT SCREENING TESTING 
AOAC USE DILUTION TEST . . . . . . . . . . . . . . . . . 1 of 13 

VOLUME VIII - THE EVALUATION OF THE EFFICACY 
OF VIRKON S AGAINST CLOSTRIDIUM 
PERFRINGENS (VEGETATIVE CELLS) ••..••••• 1 of 7 

' 
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MEMORANDUM 
· Date: ~//-ff97 

SUBJECT: Request for review of Data Waiver(s) and/or Time Extension(s) 
Submitted in Res onse to the Product Specific DCI Issued With: 

TO: Oebr McCall, PRS/PC S/TRB/RD 

FROM: ¼(MIA!~ Atr0 , CRM 
PRB/SRRD - __. 
Telephone #3,jfrJ(j]Zj 

Please review the attached request(s) for data waiver(s) and/or time 
extension(s). Please give recommendations for approval, disapproval or 
other action(s) with rationale/reasons as appropriate. 

EPA Product GLN# T Approval/ 
Registration # w Dissapproval/ 

• Other Action 

b~#.1:J:J_/ if'J-- :J lJ 

'l/-t/ IA} 

f/-J J,4) 

~J-t. lt J 

• T == Request for Time extension 
W == Request for data Waiver 

EPA Product GLN# 
Registration II 

Reviewer's Signature 

T Approval/ 
w Disapproval/ 
• Other Action 

Date 
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r: 1, ; ,,u. 

Technical Information 

To: ALAN WAGNER 
Company: ANTEC INTERNATIONAL 

Phone: 407-344-9803 
Fax: 4'07-3.U.9980 

From: BRUCE A. EVANS 
Company: DUPONT SPECIAL TY CHEMICALS 

Phone: 302-999-2532 
Fax: 302-999..f398 

Dato: 13 Octolktr 1995 
Pages Including this one: 2 

Attached is a printout of an E•mall note whictl r received in April from Carol Finley, Superv~r 
the .dermal study section at H. askell Laboratory. She points. out that her reoommendatron not o 
run the Prima,y Dermal Irritation, Primary Eye lmtation, and Acute Dermal ToXlcity studies was 
made in accordance with FIFRA guidelines and fits EPA crtteria for waiving the test~ 

Her recommendation, which has thus far been accepted, was that the test not be run due to the 
low pH (1 .5) or Vlrkon s ... the tow pH was detennlned by slurrying Vlrkon s powder with a few 
drops of water, as would be done In the exposure Phase of the tests. 

The concentration of such a slurry would be many ordars of magnitude higher than uso 
concentration, and much higher than concentrations Ukely to be expertenced at any point in the 
use or the product. However, the dermal and eye tests require :such concentraUons., so the 
toxicologist had no choice but tq make the slurry. Exposure to the dry powder Vlrkon s would 
not necessarily resun In as tow a pH as the test conditions unless the exposed area happened to 
be dampened with a very small em0tmt of water at the time. Exposure to the diluted solution of 
VJrkon sat recommended concentraUons of 0.4-1.0% results In pH 3.M.o, whiell ls much higher 
than ts addressed by the Guidelines. 

Best regaros. 

~a.&--
Senlor Toctmlcal Consultant 

11,.·, ·1,~•111,11~111.~11 '., 1111 1<11•,"l!l l:1,11'1 • ~\l,11 ;i,.,_. Ill 1:111111111. 11: l\.a.i4,J vu l1.•:l1111,~1j tl,,IJ lll'litM~, ~, Ill• 1/Jltol-l,11>11 )111'1'>,"~ • ...tVJ N tRIC1t,1l:11 k• •V•' 'Ci'I Pllo •'""' '""'"'(I 
1, •r,111-.;,1 ,.l,.111 -. .. , ~"'""' h"'ll. II 11•1,' ,,, lw, ,,U ,w111:., .... : ,oil ,,.,.~. ,1111v ,,, ~...:,~ ,nh:,· . ..,.., ~..,,,1:l• ~dl ,~u~11t1 l)ll c;r,oolio11h, l l>y ~ ,IM• .. , ... , ;,,,nr,r.:,,lv, f) ~I I . .. ; 

11:, :1 ~""'1 ,I llil' 1,;. 111L t'r.;f. 1111 1 1 .. .&,,1.11 •lt11tc11r. lld •, 111,'tftll 'lto!1.ta .: • #o'.1CT,'1t1!•.:!, , 1.&Jfl• ·~~: . ~ ,11:t \!.- .;1_ J1ttl ,1l!Ul<lll'W' \t.": •\4111~ 1111,IIJI.-., tr~ 1\ .-1 ,Jl!r: .,.,«J:n 11•1t l ~~ ' 11111 ,...,. ,v, 
4U, l!m,II lo/JUI c, ;,, .,, IIJI, ....... :11••1111 WtUNl: 11r•1 p:111. r.•hm11 l,c.t.ii .. u. ho .. . ''"'"'' 1:t .-l ~· ·,11.)",l 11• l)~'l!r.:11 . . .. , . II , ·-i.·,•rc•mnculk1<1 10\ 11,I,••!~ ' ,,i.y 1> .~w~ 
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------------ - - --- ----- - - - ----- --

F·rom: FINLAYC --HSKVAX 
To: EVANSBA --ISCDCVM5 

From: FINLAVC --HSKVAX Al::FINLAYC 
Subj: Acute Studies with Virkon S 

From: NAME: carol Finlay 
FUNC: CR&O 

Date and time 04/17/95 10:58:23 

TEL: 366-5201 <FINLAYC AT Al AT HSXVAX> 
To: 
cc: 

NAME: Bruce A. Evans <EVANSBA AT ISCOCVM5> 
NAME: XAVSY O PASTUR <DASTtJRJ(O AT Al AT CSOC>, 
NAME: CHARLES F REINHARDT <REINHACF AT Al AT HSKVAX>, 
NAME: HENRY J TROCHIMOWICZ <HJTROCH AT Al AT HSKVAX>, 
NAME: NANCY C CHROMEY <CHROMEV AT Al AT HSKVAX> 

Author: Carol Finlay 

f : 24-0ct-1989 
d-date: 17-Apr-1995 

CENTRAL RESEARCH ANO DEVELOPMENT 
HASKELL L>.BORATORY FOR TOXICOLOGY 

ANO INDUSTRIAL MEDICINE 

From: Carol Finlay 

April l?, 1995 

The EPA FIPRA testing guidelines (Subdivision F) state that substances 
with a demonstrated pH of 2 or less or 11.s or grater need not be tested for 
primary dermal or eye irritation, owing to their predictabl corrosive 

l erties. The pH of Virkon S w~s det rmined to be 1.5. Additionally, as 
cribed in 40CFR' 158.45, this fits the criteria the Agency considers when 
ting a waiver for Primary Dermal Irritation, Primary Eye Irritfttion, and 

Acut Dermal Toxicity studie. Therefore, I recommend th8t the Primary 
D nnal Irritation Study, Primary Eye Irritation study, and Acute Dermal 
Toxicity Study with Virkon snot be conducted. 

t:o: CDCILl::ISCOCVMS;:EVANSBA 

pag e 1 of 2 
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ACUTE TOXICITY TESTS ON VIRKON® S 

EYE IRRJT ATION · (RABBIT) 
SKIN IRRJTA TJON (RABBIT) 
SKIN ABSORPTION LOSO (RABBIT) 

EPA GUIDELINES RECOMMEND THAT NO TESTS SE RUN FOR SUBSTANCES WJTH A pH 
Ofl ~ 2.0. SINC! THE SLURRIED VIRKON S POWDER HAS A pM OF 1.5, TESTS WERE 
NOT CONOUCTEO FOR HUMANE REASONS. 

INHALATION LCSO (RAT) 

THE .. HOU~ INHALATION LCSO WAS REPORTED AS 3. 7 mgll IN MAL! ANO FEMALE 
RATS; THE E!C CLASSIFICATION rs "HARMFUL". 

THE lNHALA TION STUDY COULD NOT BE RUN ON THE COMMERCIAL PRODUCT 
BECAUSE IT 00!8 NOT CONTAIN ENOUGH R!SPIRABLE PARTICLES TO ACHIEVE THE 
R!QUIRED EXPOSURE LEVELS. GRINDING WAS DONE TO G!N!RATE THE 
RESPIRABl.E PARTICLES NEEDED. 

ACTIVE OXYGEN ANALYSES 

CERTIFICATE OF ANALYSIS 
IMMEOlA TEL Y AFTER GRINOlNG 
GROUND MA TERfAL AFreR e WEEKS 
UNGROUNO MA TERlAL AFTER 8 WEEKS 

CQNCLUStQNS: 

• 2.28 (10.03 ~A.Cl. • (8 / 35.5)] 
a223 
• 0.533 
• 2.19 

• THE COMMERCIAL PRODUCT VIRKONe S IS STABLE. 

• THE ACTIVE OXYGEN CONTENT OF VJRKONe S WAS NOT LOWERED BY GRtNOING. 

• AFTER GRINOING, VIRKONe 8 WAS eONSIDERABL Y LESS STABLE; THE CAUSE O" 
JNSTABIUTY IS NOT KNOWN. BUT tS BEUEVEO TO SE RELATED TO ENHANCED 
MOISTURE PICKUP DUE TO ENLARGED SURFACE AREA. 

ACUTE ORAL TOXICITY (RA n 
THE COMBINEO ORAL LD50 IS 4123 mg/kg IN MALE AND FEMALE RATS, ANO IS 
CONSIOERED SLIGHTLY TOXIC. 

Page 1 of 3 
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#EDsr,.~d' UNITED STATES ENVIRONMENTAL PROTECTIO AGE CY 
l ~ Washington, D.C. 20460 \- ~~ ¾l PR(J".'i-v 

March 6, 2003 

~1r. Jeff Jones 

OF 2"ICE OF 
PREVENTI ON, PEST-CIDES 

AND TOXIC SUBSTANCES 

•

' Delta Analytical Corp., Agent for 
Antee lntemational Ltd. 

• 

e 

• 

7910 Woodmont Avenut!, Suite 1000 
Bethesda, MD 20814 

Subject: Label J\mend1m:nl 
Virkon S 
EPA File Symbol Number 62432-1 
Application Dated November 26, 2002 

Dear Mr. Jones: 

rhe following amendments, submitted in connection with registration under section of the 
Federal Insecticide, fungicide, ,md R0<fonticide Act (FJFRA), as amended, are acceptable with 

comments listed below: 

Proposed Amendment 

• To add additional pests to label 
Labd change per EPA letter dated September 17, 2002 

Label Comments 

The following label revisions must be mude: 

I. The following arc considered to be '·Public Health" microorganisms, therefore, without 
acceptable efficacy data. they must be deleted from the label. 

• Bacillus subtilis 
• Listeria monoC),1ogenes 
• J\ vian Infectious Bronchitis virus 
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2. On page L ddete the use in "Food Proct!ssing, including food handling and food 
preparation areas of restaurants and food processing plants." 

3. On page 9, delete the heading "Food Processing" o that it reads "Institutional and 
Service Facilities (Human Health). 

4. On page 10. in the torage and Disposal section, correct the spelling of the \.\•'Ord "other··. 

5. {n case of an emergency a telephone number (toll free if available) should be listed near 
the first aid statement. 

6. Since this is a master labeling, add the word "MASTER LABEL" to the label. 

Other Comment: 

A stamped copy of the label is enclosed for your records. Submit three (3) copies of the 
rt!vised final printed label before distributing or selling this product. 

Should you havt! any questions or comments concerning this letter, please contact me at 
(703) 308-6422 or Renae \\'11itaker at (703) 308-7003. 

Enclosure 

Sincerely. 

Adl:lm Heyward 
Product Manager (34) 
Regulatory Management Branch lJ 
Antimicrobials Division (751 OC) 
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Page 1 

Vfrko°® S 
BROAD SPECTRUM DISINFECTANT 

For Use in Cleaning and Disinfecting Industrial, Animal and Agricultural Facilities (OPT.) OPT. 
Indicates marked language is op tional. 

Effective against Viruses 
(including CANINE PAR VOVIRUS) • Bacteria • Fungi 

For Use in Emergency Disease ontrol (OPT.) 

For use in Cleaning and Disinfecting Institutional Food Processing, and Service Facili ties 
including food handling and food preparation areas of restaurants and food processing plants, 
stores, factories, schools hotels, offices, ships, planes, tran portation terminals, supennarkets and 
food warehouses. (OPT.) 

For Use in Emergency Response and On-site Cleanup ( emergency response calls, crime scenes, 
traffic accidents, fires, flood, natural and other disasters) e.g. cars, trucks, ambulances, and 
similar emergency apparatus, tires, wheels, floors, walls, ceilings, paved surfaces; and equipment 
such as SCBA, coats, boots, hats, masks, gloves, axes, Jaws of Life and similar emergency 
cquipment.(OPT.) 

For Use in Greenhouses, Horticulture, and Aquaculture (OPT.) 

ACTIVE INGREDIENTS: 
Potassium peroxymonosulfate . . .. . . .... .. ...... .... ...... . . 
Sodium Chloride . . ... . .... . .... . ... . ...... . . . .. ... . .. .. .. . . .. . 
OTHER INGREDTE TS . . ..... . .. . .. . .. .. . . .... . . . ... . . ... . 
TOT AL .. .. .... .. ... . ... .. .. . .. .. . . .. . .... ... ... .. .... ... . .. .. . 

20.4% 
1.5% 

78.1% 
100.00% 

ACCEPTED 
with COMMENTS 

!" EPA Letter Dated: 

Ml,R -6 2003 

Equivalent to 9.75% Available Chlorine 

Under the Federal Insecticide, 
Fungicide, l.tld Rodenticide Act as 
amended, for the p e~ticide, 
registe ed under EPA Reg. No . .J 2, t/ 3 J _ / 

KEEP OUT OF REACH OF CHILDREN 

DANGER 

See [Back] [Side] Panel[ ) {Inside Booklet] for Additional Precaulions • • •••••• 
••• • • • • •• 

• • •••• • • • • • • 

• • •· .. •• •• 

•••••• • • •• 
• •••• • • • • •••• 

•••• • • •••• 
c :\clients\antec\Virkon S\Proposed Labels\Virkun S label 25 No\~100'2. \.vpd 

••• 
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Page2 

Front Panel Continued 

FJRSTAJD 

Have the product container or label ·with you wben calling a poison control center or doctor, or going 
for treatment. 

If Swallowed: 
• Call Poison Control Center or doctor immediately for treatrm .. '11.t advice. 

• Have Person sip a glass of water if able to swallow. 

• Do not induce vomiting unless told to do so by the poison control center or doctor 

• Do not give anything by mouth to an unconscious person 

If1nba1ed: 
• Move person to fresh air. 

• lf person is not breathing, call 911 or an ambulance, then give artificial respiration, preferably 
mouth-to-mouth, if possible. 

• Call a Poison Control Center or doctor for further treatment advice . 

If in Eyes: 
• Hold eye open and rinse slowly and gently with water for 15-20 minutes. 

• Remove contact lenses, if present after 5 minutes, then continue rinsing eye. 

• Call a Poison Control Center or doctor for further treatment advice. 

If on Skin: 
• 

• 
Take oIT contaminated clothing . 

Rinse skin immediately ,vith plenty of water for 15-20 minutes . 
Call a Poison Control Center or doctor for further treatment advice. 

Note to Physician: Probable mucosal damage may contraindicate the use of gastric lavage. 

_ lbs. L ) Net Weight 

EPA Reg. No. 62432-1 EPA Est. No. 62432-EN-001 
Antee 

International 
LEA1>£RS IN Bl0Sf.("I fRITY 

Manufactured By: 

ANTEC INTERNATIONAL LTD. 
Windham Road Chilton Industrial Estates 

Sudbury Suffolk CO 10 6XD, England 

• • •••••• • 
••• • • • ••• 

Virkon® S is a registered trademark of and manufactured by Antee International Limited • 

US Patent No. 4822512 
• • • • • •• •• 

• 
•••• • • •••• 

c:\clients\antec\Virkon S\Proposed Labcls\Virkon S label 25 Not -Z,004.wpd 
••• 

• ••••• • • • • • 
•••••• • • •• 
• •••• • • •••• • 
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Page 3 

[Comment: The list of claims (sites) under "EFFECTIVE AGAINST" may be placed in any order 
as Jong as each subheading and its contents remains intact.] 

EFFECTIVE AGAINST THE FOLLOWING ANl~tAJ, HEALTH PATHOGENS: 

A 11\'IAL AND ZOONOTIC PATHOGENS 

BACTERJA 

Actinobacillus plcuropncumonia 

Bacillus cereus 
iBacill~ 'stlbfilis 
I , .... iJJ 

Bordetclla avium 
Bordetclla bronchiscptica 
Campylobacter pyloridis 

Clostridium pcrfringcns 

Permato hilus congolensis 
Esche1ichia coli 

Erysipelo~ rhusiopathiae 
Fistulous withers (Poll Evil) 

Hacmophilus somnus 
Klcbsiella pneumoniae 

Listeria monocytogenes 
Moraxella bovis (Pink Eye) 

Mycobacterium bovis 

Mycoplasma gallisepticum 
I 

Myco·plasina mycoides 
Paslcurella multocida 

Pseudomonas acruginosa 
Pseudomona mallei (Glanders) 
Pseudomonas vulgaris 
Salmonella choleracsuis 
Salmonella typhimurium 
Staphylococcus aureus 

Staphy]ococcus cpidennidis 
Streptococcus equ.i (Strangles) 

Streptococcus pyogencs 

Streptococcus suis 
Taylorclla equigenitalis 

Treponema hyodysenteria 

VIRUSES 

Adenovirus Pneumonia 

African Horse Sickness Virus 
African Swine Fever Virus 

Avian Infectious Bronchitis V.irils 
Avian Influenza Virus 
Avian Laryngotracheitis Virus 
Bovine Adenovims Type 4 
;Bovine Polyoma Virus 
Bovine Pseudocowpox Virus 
Bovine Viral Diarrhea Virus 
CalfRotavims 

,, r PI 

Canine Adenovirus 
Canine Coronavirus 
Canine Parainfluenz.a Virus 
Canine Pan1ovirus 

Chicken Anemia Virus 
Coital Exantherma Virus 

Distemper Virus 

!Pue~ _t\d~ovirus 
Duck Enteribs Virus 

Egg Drop Syndrome Adenovirus 
Equine Infectious Anemia Virus (Swamp 
Fever) 

Equine Arteritis Virus 
Equine 

1

Herpes Virus (Type 1) 
Herp_e,s Virus Equine (fype 3) 
Hog Cholera Vims 

Equine Contagious Abortion Vims 

Equine Papillomatosis Virus : ••• : • 
Equine Influenza Virus (Type A)· ••• 
Equine Influenza Vims (The Couih) •• • 
Feline alicivirus • 

Feline Herpes Vims . 

Feline Infectious Peritonitis Virus.• • : 
Feline Panleukopcnia Virus ••• •• 

Feline Parvovirus • ••• 
• • •••• 

•••••• • • • • • 
• ••••• • • •• 
••••• • • ••••• 

c:\clients\antec\Virkon S\Proposed Labels\Virkon S label 25 No~?.,Oi,2,wpd 
• •• 
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Feline Rhinotracheitis Virus 
Fool and Mouth Disease Virus 
Organism 
Infectious Bronchitis Virus 
Infectious Bursa! Disease Virus 
Infectious Canine Hepatitis Virus 
Infectious Pancreatic Necrosis Virus 
Infectious Salmon Anaemia Virus 
Infective B vine Rhinotracheitis Virus 
Leptospira Canicola Virus 
Maedi~ Visna Virus 
Marek's Disease Virus 
Newcastle Disease Virus 
PCV2 V~s (PMWS) 
Porcine Parvovirus 
Porcine Reproductive and Respiratory 
Syndrome Virus (PRRS) 
Pseudorabics Virus (Aujesky's Disease) 
Rotavirnl Diarrhea Virus 

r 

Snakehead rhabdovirus 
,SV40 Virus, 
Swine Influenza Virus 
Transmissible Gastroent.eritis Virus (fGE) 
Turkey Herpes Virus 
Turkey Rhinotracheitis Virus 
Vesicular Stomatiti Virus 

FUNGI 

Aspcrgillus fumigatus 
Candida albicans 
Fusarium moniliforme 

Microsporum canis 
Trichophyton spp. (Ringworm) 
Trichophyton spp. (Mud Fever 

PLANT PATHOGENS 

Altemaria splani 
Botrytis cincra 
ColletotrichUm coccodcs 
Didymella bryoniae 
Fusarium oxysporum 
Fusarium solani 
Penicillium oxalicum 
Phomopsis sclerotioides 
fyrenqchaeta lycoopersici 
Pytbium aphanidennatium 
Rhizoctonia solani 
Sclerotinia sclerotiorum 
Thielaviopsis basicola 
Verticillium dahliae 

Pagc4 

• • •••••• • 
•• • 

EF ECTIVE AGAI ST THE FOLLO\VJNG HUMAN HEALTH PATHOGENS: • •• • 
Human lmmuno-Deficiency Virus (HIV) Type 1 (on hard non-porous surfaces) Streptococ.,'tus 
pyogencs, Campylobacter pyloridis, klebsiella pncumoruae, Escherichia coli Salmonella 
typhimurium, Salmonella choJeracsuis, Pseudornonas aeruginosa, Staphylococcus aureus, • 
Staphylococcus epidcnnidis, and Candida albicans. • • • • .: 

• 
•••• • • •••• 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 
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PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOJ.\,ffiSTTC ANThfALS 

DANGER. Powder is corrosive. Causes skin bums and irreversible eye damage. Harmful if 
swallowed, absorbed through skin, or inha1ed. Do not get in eyes, on skin, or on clothing. \Vear 
protective clothing and rnbber gloves. Avoid breathing dust. Wear goggles, face shield, or safety 
glasses. Vvash thoroughly with soap and water after handling. Remove contaminated clothing 
and wash before reuse. Corrosive statement refers to powder only oot in use solution. 

[Comment: The instructions under "DIRECTIONS OR USE" may he placed in any order as long 
as they remain a continuous section on the label.] 

BROAD SPECTRUM DISINFECT ANT 
Virkon® S is effective against numerous microorganisms affecting ammals: viruses. gram positive 
and gram negative bacteria, fungi (molds and yeasts), and mycoplasma. Efficacy of the 1% solution 
was determined in the presence of 400 ppm AOAC hard water and 5% organic material. Virko~ S 
passes the AOAC ge1micidal and detergent sanitizer test at a concentration of 0.5% (1 :200) in the 
presence of200 ppm hard water. Apply a 0.5% (1 :200) solution for routine sanitation . 

DIRECTIONS FOR USE 
It is a violation of Federal Jaw to use this product in a manner inconsistent with its labeling 

GE1'TERAL INSTRUCTIONS-POULTRY AND FARI\il PREMISES 

1. Remove all poultry or other animals and feeds from premises, trucks or other vehicles, coops, 
crates or other enclosures. 

2. Remove all litter droppings and manure from floors, walls and surfaces of barns pens, stalls, 
chutes and other facilities and fixtures occupied or traversed by poultry or other animals. 

3. Empty all troughs, racks, and other feeding and watering appliances . 

4. Thoroughly clean all surfaces with soap or detergent and rinse with water. 

5. Saturate sttrfaces with the recommended disenfecting solution for a period of 10 minutes. 

6. Immerse all halters. ropes, and other types of equipment used in handling and restraining 
animals, as well as forks, shovels, and scrapers used for removing litter and mamue. 

• • •••••• • 
7. Ventilate buildings, cars, boats, coops, and other closed spaces. Do not house poultr?~r •. 
livestock or employ equipment until treatment has been absorbed, set, or dried. • • • 

• 

8. Thoroughly scmb treated feed racks, mangers, troughs, automatic feeders, fountains, and 
waterers with soap or detergent, and rinse with potable water before reuse. • • • : •••• 
This powder formula is easily diluted for use in manual or machine operations. • 

•••• • • •••• 
c:\clients\antec\Virkon S\Proposed Labels\Virkon S label 25 No~X)Ol.wpd 
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Virko11(i) S DILUTION CHART 
Fill co11tai11er with desired a1t1ou11t of water and add Virko11®S powder to achieve 
recomme11ded soluti"<m co11ce11tration. 

Quantity of 0. 5% Solution l%Sollltio11 2%Solutum 
Water 

1 Quart 0.15 ounces 0.3 ounces 0.7 ounces 

I Gallo11 0.65 ounces J.3 011/ICl!S 2. 7 ounces 

JO Galums 6.7 ou11ce-s 13.4 owices 26.7 ounces 

50 Gallons 33.4 ounces 66.8 ou11ces 133.5 ounces 
Measuring cup pro,•idc>.d. 

Solutions are stable for 7 days. Do not soak metal objects jn Virkon,l9 S for long periods - 10 
minutes is maximum necessary contact time. One gallon of solution is sufficient to treat 135 sq. 
ft. 

POULTRY [PRODUCTION) [AND RATlTE PRODUCTION) 

(CONTROLS: Viruses of Newcastle Disease, Infectious Bronchitis, Infectious Bursa! Disease, 
Avian aryngotracheitis, Marek's Disease, Egg Drop Syndrome Avian Influenza, Turkey Herpes 
Virus and Duck Viral Enteritis. Fungi (molds and yeasts - AspergiJlus flavus, Aspergillus 
fumigatus and Candida albicans. Bacteria - Streptococcus pyogenes, Campylobacter pyloridis, 
Klebsiella pneumoniae. Escherichia coli, Salmonella typhimurium, SalmoneJla chloeraesuis, 
Pseudomonas aeruginosa, Staphylococcus aureus, Staphylococcus epidermidis, Bordetella avium 
and Mycoplasma gallisepticum.] (OPT.) 

HA TCHERIBS: VirkoI¼;, Sat l % solution can be used for cleaning and disinfecting hatchers, setters, 
evaporative coolers, humidifying systems, ceiling fans, chicken houses, transfer trucks, trays, and 
plastic chick boxes (me 2% solution forMycopla5nia, A:5pergiUus fla:v as and Aspergillus futnigatas}. 

Virko~ S al 1-2% solution is recommended for use in fogging (wet misting) operations as a 
supplemental measure, either before or after regular cleaning and disinfecting procedures. Fog (wet 
mist) until the area is moist using automatic foggers according to manufacturer's use directions. 

BROILER/BREEDER HOUSES: Follow General Instructions to remove poultry and preclean area 
to be treated. Spray floors and walls with Virkon® Sat 1 % solution. Thoroughly \J,,•ash watercrs and 
feeders with a 1 % solution of Virkon~, S (use 2% solution for Mycoplasma., Aspergillus fla\'us and 
A~pergiilus ftunigatus) . After contact for 10 minutes, rinse with water. Do not house poultry or use 
equipment until treatment has dried. : ••• : • 

• 
•• • 

FOR AIR SANITIZING: Use Virkon;,,,, S at 0.5-1 % solution, and fog until surfaces arc m~i~ .t\llow 
at least 2 hours before entering treated area. Rinse foggers and sprayers with water follo\ mg use. : • •: •: 

PROCESSING PLANTS: Spray Virkon~ S at 1 % solution to disinfect and clean walls, ceilings an( •••• : 
floors. • • • •• • 

• • • •• •• • •••• • • • • •••• 
•••• • • •••• 

c:\clients\antec\Virkon S\Proposed Labels\Virkon S label 25 No1~ql.wpd 197



• 

• 

Page 7 

SWINE PRODUCTION 

[CO TROLS: Viruses of Hog Cholera, Swine influenza, Porcine Parvovirus, Pseudorabies, Porcine 
Reproductive and Respiratory Syndrome (PRRS), Rotoviral Diarrhea, African Swine Fever and Foot 
and Mouth Disease. Bacteria of Pleuropneumonia, Treponema hyodysentcriae, and Clostridium 
perfiingcns. Fungi: Fusarium moniliformc.] (OPT.) 

Follow General Instructions to remove s,vine and preclean area to be treated. Virkong, S at l % 
solution is recommended for cleaning and disinfecting farrowing units, nurseries, finisher houses, 
processing plants (u~e l\: 2% solution for Mycopla-s1na, Aspergillu:s fla,;·u~ and A:spergillns 
fumigatu:s), and agricultural production equipment such as trucks, ,vaterproof footwear (such as 
rubber boots), and associated livestock equipment and instruments. 

Virkon Sat 0.5-1 % solution is recommended for use in fogging (wet misting) operations or as a 
supplemental measure either before or after regular cleaning and disinfecting procedures. Fog 
(wet mist) untiJ the area i moist using automatic foggers according to manufacture's use 
directions. Rinse foggers and sprayers \\'1th water following use . 

EQUINE PRODUCTION 

BROAD SPECTRUM EQUINE DlSlNFECTANT/DETERGANT/WASH FOR CLEANING 
AND DISINFECTING ST ABL ,s, EQUIPMENT, AND AERIAL DISINFECTION 

[CONTROLS: Viruses of African Horse Sickness, Equine Viral Arteritis (Pink Eye), Coital 
Exanthcnna, Myeloencephalopathy, Rhinopneumonitis, Equine Contagious Abortion, Equine 
Papillomatosis. Equine Infectious anemia (Swamp Fever), Adenovirus Pneumonia, Equine 
Influenza (The Cough) and Rhinitis. Bacterial: Clostridial D iarrhea, Fistulous Withers (Poll Evil), 
Taylorella equigenitalis, Bordctella bronch.iseptica, Streptococcus equi (Strangles) and 
Pseudomonas mallei (Glanders). FUl)gi,: Dennatophytosis (Ringworm), Dermatopbylosis (Mud 
Fever), and Fusarium monilifonne.J {OPT.) 

APPLICATIONS: For cleaning and disinfecting all surfaces, equipment, utensils and instruments 
in Veterinary practices , kennels, stables, catteries, etc. 

USES: 

Stables, Horse Boxes, Box Stalls, Tack ,Equipment, and Feed Rooms: Thoroughly clean and dry 
[dry clean] surfaces, then wash the area manually or Vt.1th pressure washer with a J % Virkot¼; S 
solution. Rinse with clean water. • • 

••••• • 
Blankets, Saddle Pads and Rugs: Shampoo hy hand or spray lightly with a hand-sprayer and 
leave to dry. Shake or vacuum to remove residue. :· • • • ••• 
Aerial Spraying to control airborne diseases: Use a hand or knapsack sprayer with fine setiing, or ••••• • 

• • • 
an automalic spraying system. Spray a 1 % Virkon00 S solution for 2-3 minutes twice daily, first • • 
thing in the morning and last tfong at night. Rinse sprayers with water after use. • • • • ! : : ! 

• • • •• •• • •••• • • • • • •• • 
•••• • • •••• 
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BOVINE PRODUCTION 

[CONTROLS: Viruses of Calf rotavirus, Infectious Bovine Rhinotracheitis, Bovine Adenovims 
Twe 4 and Pseudorabies and Foot and Mouth Disease; Bacteria ofMaraxella bovis, 
Haemophilus somnus and Mycobacterium bovis; Fungi of Fusarium moniliformc.] (OPT.) 

Follow General Instructions to remove livestock and preclean area to be treated. A 1 % solution of 
Virkon~ S is recommended to clean and disinfect areas associated with bovine housing stabling, 
hospital quarantine pens, feedlot facilities, and agricultural production equipment such as trucks, 
water·proof footwear (such as rubber boots), and associated livestock equipment and instruments. 

COMP ANIO ANIMALS 

[CONTROLS: Viruses Canine Parvovirus, Distemper, Leptospirn canicola, Feline parvovirus, 
Feline herpes and Feline calicivirus. Bacteria of Staphylococcus aureus, Streptococcus p o1encs, 
Klebsiella pncumoniae, and Pseudornonas acruginosa; Fungi ofMicrosponun canis.] (OPtJ 

[APPLICATIONS] A 1 % solution ofVirkon1() Sis recommended as a "one step" cleaning and 
disinfecting procedure for all surfaces, equipment, instrt1ments, utensils and cages [ caging 
systems]within [associated with]Veterinary \1edical Hospitals, infections disease wards, 
quarantine areas, Humane Society facilities, laboratory animal quarters, grooming and boarding 
facilities, kennels, catterics and animal transportation vehicles. 

Do not immerse metal objects in Virkon® S for long periods - 10 minutes is maximum contact 
time. 

GREENHOUSES AND HORTICULTURE 

VirkOl¼, S is intended to disinfect inanimate environmental surfaces, glasshouse structures, 
equipment, utensils, trays, containers, and vehicles in greenhouses and other horticultural 
settings prior to introduction or reintroduction of plants, seeds or soil. It is not intended to 
directly a1Tect agricultural production and must nol be applied to plants. seeds, or soil. If 
necessary, remove or cover these items prior to use of the product. 

Remove all crop debris, strings and other deposits from stmctures, empty trays and pots. Power 
wash all the dust off the covering and superstrncture and let dry. Using a sprayer or foggcr 
saturate all surfaces with a 1 % solution of Virko¾ S. Let air dry. 

Virkon~ S may also be used to disinfect irrigation tanks and lines. Run a 1 % solution UnougJ1 the .... ~ 
system or soak equipment in a 1 % solution. et stand for ten minutes and flush system~vith clean 
water after treatment. : • • • • 

••• 
• • ••••• • • • 

Virko¾ Sat 0.5-1 %% solution is recommended for use in fogging (wet misting) operations or as • • 
a supplemental measure either before or after regular cleaning and disinfecting procedur~s. fog ••: :: : 
(wet mist) until the area is moist using automatic foggers according to manufacture's us<h • .: ••••• 

• • directions. Rinse foggcrs and sprayers with water following use. • • • • • • 
•••• • • •• •• 
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AQUACULTURE 

VirkOTl@ S is intended to disinfect inanimate environmental surfaces associated with aquaculture 
including vehicles, nets, boots, waders, dive suits, hoses, brushes and other similar equipment. 
Virkon® S may also be used in foot dips. Virkoll@ S must not be applied directly to ,vater. 

Equipment used in separate sites, tanks, ponds in aquacultural settings should be disinfected 
before each new use by soaking for 20-30 minutes in a 1 % Virkonit S solution followed by a 
water rinse . 

Virkon® S at 0.5-1 % solution is recommended for use in fogging (wet misting) operations or as a 
supplemental measure either before or after regular deaning and disinfecting procedures. Fog 
(wet mist) until the area is moist using automatic foggers according to rnanufacture's use 
directions. Rinse foggers and sprayers with water following use. 

EMERGENCY D1SEASE CONTROL (ANTh1AL HEALTH) 

CONTROLS: OIE List A Disease organisms including Foot and Mouse Disease Virus, African 
Horse Sickness Virus, Vesicular Stomatitis Virus, Classical Swine Fever Virus (Hog Cholera 
Virus), African Swine Fever Virus, Newcastle Disease Virus, and Highly Pathogenic Avian 
Influenza Virus. (QPT.) 

A 1 % solution ofVirkon~ Sis recommended to clean and disinfect agricultural facilities and 
equipment, military facilities and equipment; airport facilities and equipment, port facilities and 
equipment, rail facilities and equipment, quarantine facilities and equipment, slaughter facilities 
and equipment, and other shipping facilities and equipment where animals or soils suspected of 
harboring foot and mouth disease virus might have been previously present. 

Within these facilities, treated objects include but are not limited to vehicles, farm equipment 
(including tractors, ploughing shares, cars and trucks, fam1 engines, harvesters, loaders, mowers, 
tillers and slaughter machinery), military equipment (including tanks and troop carriers); and 
shipping equipment {pallets, bins, and containers) . 

Spray Virkollg; Sat 1 % solution to disinfect and clean walls, ceilings, floors, decks, container 
surfaces, vehicles, wheels, water proof footwear (such as rubber boots), livestock equipment, 
utensils and instrnments. 

Do not immerse metal objects in Virko~ S for long periods - 10 minutes is maximum contact 
time. 

lNSTITUTIONA , FOOD PROCESSING, AND SERVICE FACJLITIES 
(HUMA HEAL TH) 

• • •••••• • 
••• • • • ••• 

• 

CONTROLS: Human Immuno-Deficiency Virus (HlV) Type 1 (on hard non-porous surfaces),, 
Streptococcus pyogenes, Campylobacter pyloridis, klebsiella pneumoniac, Escherichia .;t)li., : 
Salmonella typhunurium, Salmonella choleracsuis, Pseudomonas aeruginosa, Staphylococ~ts 
aureus, Staphylococcus epidermidis, and Candida albicans. (OPL) •• .,. 

• • •••• 

• ••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 
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With Virkon.i., S, only one product is needed to clean and disinfect all surfaces except acid­
sensitive surfaces such as copper, brass, or alwninum. Do not use Virkon S on these acid­
sensitive surfaces. Avoid splashing Virkon00 S solution on textiles or carpets. Virkonfj S may be 
used on carpeting or other textiles only it area is tested for color fastness before use and treated 
area vacuumed when dry. 

Cleaning and Disinfeeti11g Food Cont~ct Smfoee.s. Remo\"C gross dirt ru,d prepate 1.0% solution 
acco1ding to the Dilution Chatt. Apply to st11 face using a sponge, b~h; or spray de" iee an11til the 
smface is visibly cleru,. Let staud for IO minates and ri:nse \Ii, ith pot,tble water. 

Cleaning and Disinfecting Non-Food ontact Surfaces: Remove gross dirt and use 1.0% Virko°® S 
solution prepared according to the Dilution Chart below. Apply to surface using a mop, sponge, 
brushes or spray device until the surface is visibly clean. Air dry. In cases of fungal or viral 
contamination of non-food contact surfaces, follow these instructions substituting a 2.0% Virkon00 

S solution. 

Sanitizing Toilet Bowls. After flushing, sprinkle 1 oz. Virko~ S powder around the bowl, scrub with 
a brush, and leave for 10 minutes. Flush . 

Cleaning and Disinfecting Manikins U ed in CPR Training: Manikins should he cleaned as soon as 
possible at the end of each class to avoid drying of contaminants on surfaces. Disassemble the 
manikin as directed by the manufacturer's instructions. TI1oroughly wash all internal and external 
surfaces and reusable protective face shields with a brush using a 1 % Virkon® S solution. Let stand 
for 10 minutes and rinse with potable ·water. 

Cleaning and Disinfecting Hard, Non-porous Surfaces Suspected of HIV Type 1 Contamination: 
Cover heavv, spillage of body fluids with Virko~ S powder. I.et stand for 10 minutes, and then scoop 
into plastic bag. Treat bag and its contents as infectious medical waste. Prepare 2% Virkon,.., S 
solution accordin_g to the Dilution Chart. Apply to surface to be treated using a mop,. m9.nge, brush 
or ~ray pe'7ii~~1~til the surface is,xisibly ~lean. Air qty. 

EMERGENCY RESPONSE AND ON-SITE CLEANUP 

Cover heavy spillage ofbody fluids with Virkoll,r;, S powder. Let stand for 10 minutes, and then scoop 
into plastic bag. Treat bag and its contents as infectious medical waste. 

Prepare 2% Virkonii S solution according to the Dilution Chart. Apply to surface to be treated using 
a mop, sponge, brush or spray device until the surface is visibly clean. Air dry. 

S1 ORA GE AND DISPOSAL • • •••••• • 
STORAGE: Store in a cool, dry place in tightly closed container away from children. ~~~ 
replace lid after use. • •• 

• DISPOSAL: Wash empty container thoroughly and dispose in trash. Do not mix this product 

' . 

••••• • • • 
with othcbr chemicals ••••• --------------------------------.---- · .. · • • •• •• 

• 
•••• • • 
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Renae Whitaker 

12/18/02 02:51 PM 

Emily this if FYI 

To: Emily Mitchell/DC/ USEPA/US@EPA 
cc: 

Subject: Virkon S; EPA Reg. No. 62432-1; Notification/amendment 

···-- Forwarded by Renae Whitaker/DC/USEPA/US on 12/1 8/02 02:50 PM ·- ---

Renae: 

Jeff Jones 
<jJones@delta-ac.com 
> 

12/18/02 02:25 PM 

To: Renae Whitaker/DC/USEPA/US@EPA 
cc: Adam Heyward / DC/USEPA/US@EPA 

Subject: Vi rkon S; EPA Reg. No. 62432-1; Not ificat ion/amendment 

Thanks for your ca ll this morning. I understand that you've decided to treat our recent fil ing. as a minor 
amendment rather than a notification. 

Since I made the filing I have reviewed PR Notice 2002-1 and note that the Agency classifies two bacteria 
I proposed to add to the label, bacillus cereus and erysipelothrix rhusiopathiae , as public health pests. 
Accordingly, I am prepared to remove those organisms from our proposed label. Let me know if you 
would llke me to submit a revised label making those changes. 

Thanks for your assistance. 

Best regards, 

Jeff Jones 
Delta Analytical Corporation 
7910 Woodmont Ave. Suite 1000 
Bethesda, MD 20814 
jjones@delta-ac.com 
3016525495 
301 652 5408 Fax 
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ovember 26, 2002 

Mr. Adam Heyward, PM #34 
Antimicrobials Branch 
US EPA 
Washington, D 20460 

L 
DELTA 

ANALYTICAL 
CORroRATION 

Subject: Vi rkon S; EPA Reg. No. 62432-1 ; Notification of Additional Pests and Label 
Changes in Response to Agency Letter Dated 17 September 2002 

Dear Adam: 

Enclosed please find the following documenls pursuant to a notification of additional pests and 
label changes in response to Agency letter dated 17 September 2002: 

• Application for Pesticide Registration (EPA Fonn 8570-1) 
• Proposed Product Label (5 copies with proposed changes highlighted) 
• Current Stamped Label 
• Agency Letter Dated J 7 September 2002 

You will note that in addition to proposing new pests (highlighted) to add lo the label, I have 
refonnatted the list of pests removing the catergories bovine, swine, poultry, etc. and placing the 
listed pests in alphabetical order. As required by PR Notice 98-10, to the best of my know ledge 
none of the a<.Jded pests are a threat to public health pests or subject to quarantine by APHI . 

The proposed label also has been modified as you requested in your letter of September 17, 2002 
as discussed below. 

Comment #1 : The label has been modified to include a reference to HlV Type 1 and that efficacy 
was demonstrated on hard non-porous surfaces. • • 

•••••• • 
Comment #2: The label has hcen modified to make clear that Virkon is effective on all sxrfac'eis 

¥ •• 
except acid-sensitive surfaces. • 

Comment #3: Specific microorganisms are listed in the section discussing the animal, zoonotic, 
• • and plant pathogens again t which Virkon S is effective. • •• •.: 

7910 Woodmont Avenue Suite 1000 Bethesda, Maryland 20814 
(301 ) 652-5495 FAX (301) 652-5408 

• 
•••• • • •••• 

•• • • • • • • • 

•• • ••• • • • • • 
•••• •• • • •• 
••••• • • •• • •• 
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Comment #4: The levels of hard ,,vater (400 ppm AOAC hard ,vatcr) and organic material (5%) 
have been added to the label. 

Comment #5: Instructions for treating surfaces suspected of HIV contamination have been added 
in the Institutional and Service Facilities (Human Health) section of the label drawing from 
previously approved language in the Emergency Response and On-site Cleanup section. 

Comment #6: As the label no"v explains those sections marked ''(OPT.)'' are optional and may be 
included on marketplace labels at A11tcc's discretion . 

Comment #7: The directions for cleaning and disinfecting foo<l contact surfaces have been 
removed. 

Comment #8: The directions call for flushing the toilet before adding Virkon S and take into 
account the amount of ,vatcr in the bo,vl in detennining the appropriate dilution fac tor. 

Let me knO\v if you have any questions regarding this submission or if T need to supply additional 
information. Thanks for your assistance . 

Sincerely, 

T. Jeffrey Jones, Agent 
Antee International Ltd. 
Enclosures 

• • •••••• • 
•• • • • • • •• 

• • ••••• • • • • • 

• • • • • •• •• 
• 

•••• • • •••• 
•• • • • • • •• 

•••• •• • • •• 
• •••• • • • ••• • 

204
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( 

OPP ld11ntifier Numbll1' Unit&d States ~ Registration &EPA Environmental Protection Agency Amendment 23\ 2.~5 W1111hington, OC 20460 Other 

Application for Pesticide - Section I 
1 . Company/Prod1.1ct Number 2. EPA Product Manager 3 . Proposed CIHsifi~tion 

62432-1 Adam Heyward 
ONon11 j l R1111tricted 

4 . Company/Product (Nam11I PM# 
Vir1<on S 34 

5. Name end Addreu of Applicant (lncludtJ ZIP Code/ 6. Expedited Reveiw. In accordance with FIFRA Section 3(c}(3) 
Antee International Ltd. c/o Delta Analytical Corp. (blli), my product is similar or identical in composition and labeling 
7910 Woodmont Ave., Suite 1000 to: 
Bethesda, MD 20814 EPA Reg. No. 

D Check if this is s ru,w addrtJSs Product Name 

Section - II 

0 Amendment · Explain below. LJ Final printoo labels in repsonso to 
Agency letter dated 

~"ubmlnlon In ,Mpoo•• to A.,oo, t,tt., dot,d D •Ma Tao• Application . 

l!:J Notificatloo • Explain bolow. D Other · Explain below. 

raation: Use &dditionol pago[sl if noc11ssa(Y. (For section I and Section II.I 

Notification of addition of pests and labCcl changes requested In Ager1cy letler dated September 17, 2002. This notifica llon Is consistent with the provisions of 
PR Notice 9S..10 and EPA regulations at 40 CFR 152.46, and no other ctianges have been made to the labeling or the confidential statement of formula of this 
proouct. I understand thal lt is a vioati.on of 18 USC Sec. 1001 to willfully maJ<c any false statement to EPA. I further understand that if this notification is no! 
consistent wilh the terrns of PR Notice 98-1 0 and 40 CFR 152.46, this product may be in violation ofFIFRA and I may be subject to enforcement action and 
pGnalties under sections 12 and 14 of FlFRA." 

- Section - Ill 
1. M•t•ri•I Thia ProduoTWl41Jl,e Packa~d In: 

Cnild·R8$i11tant Packaging / Uni~cl<a-gktg_ __ Water Soluble Packaging 2 , Type of ContaiM( 

BYes B y 06 ----------- ------

-~ 
g~~ 

Na No ---- Plestic 

c-'1" Gius 

a:tcatlon must 
If "Yes" No. per ~.~!:~: w~;------~{~ G'1 Paper 
Unit Packaging wgt. caotainor ~ Ottier {Specify) 

bmittfld 
I ~ ~ 

3.atian of Nat Contents lnfotmetion 4. Siz:e(s) Retail Cornainer 5. Lo-cation el Oir11c1ions 

Lobel / I Concein11r L--:1 
6. Manner in Which Lebel is Affixed to Product G Uthogreph D Other 

--...._ 
Peper Pelued 
St11ncied 

Section • IV 
1. Contact Point (Comp/et9 items directly below for identification of individuel to be contactl!HI, ff necctssary, to proCB.$$ thi$ Bj)p/icadon.J 

l TiUe 
• • Name Telephon11 ~ •0•1ellide Area Code) 

Jeff Jones ) Agent, Antee International Ltd. 301 652 ~1~5 • 
Certification 8~ Oafl Application 

R11!elved •••••• I c:ertify thBt the statements l have made on this form and ell attachments thereto a,o tru11, ec()urato and o°'""'ete. • • • • • I acknowledge that any knowlinglly false or misle&ding statement may be punh1hobl11 by fine or imprisonment or (StamJHtcU •••• both under applicable law. • • • • • • 
2. Signatufe 

~~ 
3. Title • • • •• •• • •••• 
Agent. Antee International Ltd. • • • ••••• 

•••• • • 
4, Typed N.me 5. Data •••• 
Jeff Jones 26 November 2002 •• • • • • • •• 

EPA FOJm 8570-1 (Rev. 3-94) Prellious editions 11r11 obsolete. White · EPA Fae Copy (originel, Yalow · ""9icant Copy 
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Pfe11s• re11d /mtn.-lnM an twWYS• b•fo,. comnlt,tfna fo ..... Form Anoroved 0MB No 2070-00SO, Annrovl!I sxoir&~ 2-28-95 
.; 

OPP Identifier Number United State, § Registration 
&EPA Environmental Protection Agency Amendment 231295 Washington, DC 20460 Other 

Appllcation for Pesticide - Section I 
1 . Company/Product Number 2. EPA Product Manager 3. Proposed Cla~slfication 

4 . Company/Product {Nam&) PMI 
DNone D Restricted 

5 . Name and Address of Ap~icant (lnclud• ZIP Codt1J 6. Expedited Review. In accordance with FIFRA Section 3(cH3l 
(b)(i), my product is similar or identical in composition and labeling 
to: 

EPA Reg. No. 

D Chack if this is a naw addras$ Product Name 

Section - II 

D Amendment · Explaln below. D Final printed labels in response to 
Agency letter dated 

~ , .. bm;,~,n Jo .. ,POMO to Ag,ncy lotto, dot,d D "Me Too" Application. 

otification - Explain below . D Other · Explain below. 

• nation: Use additional page(s) if necesf.ilary. (For section I and Section 11.) 

Section - Ill 
1. Material Thi• Product Wm Be Padc.1ged In: 

Child-Resistant Pscksging Unit Packaging Water Soluble Packaging 2. Type of Container a Yes· a Yes 8 Yea r~r-~ No No 
Plastic 

No Glass 

• rtification must 
If "Ye&~ No. per If "Ye!.il" No. per Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

bmitted 
I 

3. Location of Net Contents lnforrnation 4 . Size(f.il) Retail Container 5. Location of Label Directions 

. Liibel 0 Container 
a Onlabel 

On Labeling acoompanving product 
- D 6. Manner in Which Label Is Affixed to Product - Lithograph Other - Peper filued 

Stenci ad 

Section • IV 
1. Contact Point (Complt1tfl items directly below for identification of individual to be contttctt1d, If nscessary, to process this ttppllcstk>n.J 

Name Title Telephone ,-4,. "elvde Area Codel 
• 
•• • . . • 

Certification 6~0a~Application 

I certify thst the statern&nts I hsve made on this form and ell attachments thereto are tl'\Je, accurate and complete. Rs ivad •••••• • • • I acknowledge that any knowingly false or misleading stetement may be punishable by fine or imprisonment or (Stampeti) • 
both under applicable law. • ••••• • • • • • • 2. Signature 3. Title • • • •• •• • •••• • • • ••••• 

•••• • • 
4. Typed Neme 5. Date •••• 

•• • • • • • •• 
EPA F«m 8570-1 !Rav. 8-94) Previous editions are obsolete. White · EPA FIia Copy (origlnall YaUow • Applicant Copy 
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... 

PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 

PAPERWORK REDUCTION ACT NOTICE: Public roporting burden for this oollection of information is estimatod to averag11 0.86 hour por 
response, including time for reviewing instructions, searching existing data souroot, gathetmg encl mamtainlng the data needod, and completing and 
reviewing the collection of mformatlon. Send commonts regarding the burden estimate or any other espact of this collection of information, including 
suggestions for reducing this burden, to Chief, lnfonnatlon Policy Branch, (2.136), U.S Envlrorvnental Protection Agency, 401 M Street, SW, 
Washington, DC 20460; and to the Office of Information and Regulatory Affairs, Office of Management and Budget, Washington, DC 20503, 

INSTRUCTIONS: Thia form Is to be used tor all applications for new registration, end use reregistration, amendment, resubmission. to applications 
for notifications, final printl!d labeling, reregistration, etc. In order to procesi. an application for a new registration submitted on this form, tho 
folfowing material must accompany the epplication: 

1. Certification with Respect to Citation of Data (EPA Form 8570-29}. llf not exempted by 40 CFR 152.81 (bl (4)1; 
2. Confidential Statement of FormulB (EPA Form 8570-4); 
3. Formulator's Exemption Statement (EPA Form 8570-27); 
4. Five copies of draft labeling; 
5. Three copies of any data submitted; 
6. Authorization letter where applicable; 
7. Matrices where epplfceble. 

Suhmiulon of Labeling - Labeling should trrst be submitted in the form of draft labels with all applications for new r11gfetrBtion. Suoh draft labitls may be 
in the form of typed label text on 8.5 x 11 inch paper for submission or a mockup of the propos11d label. If prepared for mockup, it should be 
constructod in a way as to f oilitate storage in an 8.5 x t 1 inch file. Mockup labels significantly smaller than 8.6 x 11 inches should ba mounted on 8.S 
x 11 inch paper for submis11ion. 
Submi1alon of Data - Data submitted in support of this application muet be submitted in accordance with PR Notice 86-5. e 
SPECIFIC INSTRUCTIONS: Please read the instructions listl!d below before completing this application. First determine the type of registration 
action, listed in Block A, for which you are submitting this application. For applications submittod in connection with New Registration actions, Se. s 
I, Ill, end IV must be completed by the applicant. For applications submitted in connection with amended reregistration actions, resubmissions, 
notifications, rereqistrations, ate., Sections I, II, end IV must ba r:ompleted by the applicant. 
Block A - Check the appropriate action for which you are submitting this form. 

SECTION I - This section must be completed, as applicable, for all registration actions. 

1. Company/Product Number • Insert your Company Number, lf one has been assigned by EPA. This number may have bean assigned to you as a 
basic registrant, a distributor, or as an aetabllshment. If your produot Is registered, insert the Produ,;t Number. 

2. E'PA Product Manager - If known, fil l in the name and PM number of the EPA Product Manager. 
3. Proposed Clasaifi011lon - Spitcify the proposed classification of this product. 
4. Product Name - Enter the complete product nam11 of this pesticide as it will appear on the label. The oama must be specific to this product only. 

Duplication of names is not permitted among products of the eeme company. Oo not include any brand name or company line designations. 
5. Nam• end Addreas of Appneant - The name of the firm or person end address shown in your application is the person or firm to whom the 

registration will be issued. If you are acting in behalf of another party, you must submit authorization from that party to act for them in registration 
matters. An applicant not residing in ths Ullited States must have an authorized agent residing in the United States to act for them in all 
registration matters. Th!! nBme and complete mailing address of such an egent must accompany this application. 

6. Expedlted Review - AFRA section 3 (cl 3 18) provides for expedited review of applications for registration, or amendments to existing registration~ 
that are similar or Kientical to other pesticide products that are currently registered with the EPA. In order for your application to be eligible for.. 
expedited review, you must provide us with the EPA Registration Number and product name of the product you believe is similar to or identical 
your product. Tho product must be similar or identical in both formulation and lebelod uses. 

SECTtON II • This section must be completed for all applications submitted to amend the registration only of a currently registered prcduct 
(Amendment}, for a resubmisslon in rasponsa to an Agency lette r, for notifications to the Agency, for the submission of final printed labeling, for 
raregfslfation and for any other action that pertains to a specific EPA·regl11tered product. This section is mu .IQ be usod for a new application for 
r11gistration. 

• 
1. SubJact of submi .. lon • Check the applicable block end provide the Agency lotter dato if appropriate. Provide • brief explanation of tM purposo(s) 

for the submission, such as •the addition of a 11ite, past or crop (specify)•; •amend the Confidential Statement of Formula by ... ·; •reregistration 
submission"; "general label revision of use directions.• Attach e separate page if additional space is needl!d. 

SECTION 1H (P I i I and Container Information) - This Section must be completed for all applications submitted in connactlon with new 
registration or applicable enclments. 
1. Type of Pecka I g • eek the appropriate block if your product will be packaged in the indloated packaging types. 

Indicate the siz th individual packets and number per retail cont$iner. 
2. •'1"8 • Retail Co tainer • Indicate type of container in which product will be marketed. 
3. Cola1io; of Net Content, • Indicate the location of the net contents information for your product. 
4. · (f~ et Retail Container· Specify the net contents of all retail containers for your product. 
5. ! c;/' ·on of U. D1re&1ion• • Indicate the location of the use directions for your product. 
6. Mj~g J n whi " '11 affixed to product - Indicated the method product label is attached to retail container. 

• • 
SEctf~F/ IV (Co11t; Point) - This Section must be completed for all applications for Registration actions, I.e., new product$ f8giatratlon, 
resubmission, ·me~ ~.; • rogistration, etc. 

1-5. Sclf-explanat~ . • •: 
6. EPA Use Only.•• • 
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- -----------------~----

SUBMISSION BAR CODE ~-S ~r/7.t, t/7 
. .__/ 

. ~VIEWER tq I C,. :,.:, "·1 
• 

~ • • • . • I 
r"'"""_,I'iJ ... Fn~., lrf ~ .. DR 'll. _? -.""·-!, -_! i!_.~ ... 10N~ Fr_·, . ~r T ~'T'o t1 ,r, T r."IN lb~}JT)'-ffl,N"''" 

~~'::,:: 11 ':..::..:..i,~~~-~ .... :.:.•~,::..&..-=a..;=--~.a..=.- -=--=--~~~----~........::~-."' • • "' · --.... • I • a :iiex • :z !'1,.y~A); 

FILE ·SYMBOL/REG N.O Mt...J<Kt. - I PM 3 "::( Ael'ION <;'ODE 1/- tJ 0 

·r ] ·CHILD" RtSISTANL"PACI<AG"INcr!" ·[· ] · CERnNCATION-- . . 

REGISTRATION TYPE: 

{ ) NON-RESIDENTIAL OSE ONLY 
l ] NOT APPL I CAB.LE 

( · ] CONDITIONAL [ ] UNCONDITIONAL 

• •• •• 
MOPOSED ~SlFICATION: ( ] GENEAAL 

' . ~r 
[ l RESTRICTED USE 

D.ATB·ON .APPLICA~ION £PA RECEIVE OAff ~M • RECEIVE :DA:r.a.-. 
. I tk l.\iJL Gil I ·di l ~11-~ _; I. .,. .._.._ ~ 

- Jlf£1 H~P..:.SVf?PGR~ -: 
. . • .. '·-roR,~:.~ ••. . . .. 

. . . 
. . r · J cin-A.Lt 

, . . . " -t--- r StmMITI"ED . • • · . . \. .. - -· ...... 
[ J .. -SEI..E.Cr.I.~. 
[ ,1" NOT, SUBM¼ TTEO 
,[ ] NOT" AYPLl CABLr-· 
[ f lNCOAAECT /RES~ · 

. . ..... . ........ 
REVltw (S) Jtt~~TI=P_·_ ,DATA 

•• PACX" f 
. -

[ . . J .:_}iOT ....S17BHI.l.7j.JL~, --~ 
.[ J NOT AP'PLlCABIL 
[ J INC'OAAEc:T" /REStJB. ·· ._;. 

) . . 
I. •• 

.. 
.. 
DUE DATE k 

, DA-~~- • . R.ETURRee;; I • 

••• 

CHEMISTRY 

EFFICAC1 

TOXICOLOGY 

..-------.i------..----._..----4,i'· . . · 

· HED TOX •. 

E:NV!ROH .- FATE 

Fl SH/Wl LDLI FE. 

.• 
OTHER __ ~-----

" ,__ _____ 1,.-___ ...,_ _______ __,, , .. 

,< 

_·_ 

STATHS __ . __ .. ------------------~--. .. 
~ .. 

. . ~ 
. : .. 

. . . . .. 

.. 

J//J );; __ 5_ / ·. 
r J · . 
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December 23, 2002 

Registration Division (H7504C) 
Oftice of Pesticide Programs 
US EPA 
Washington, DC 20460 

re: Permission to Cite Degussa Data 

Dear Sir or Madam: 

degussa. 
Management Services 

Degussa Corporation 
379 lnterpace Parkway 
P.O. Sox677 
Parsippany, NJ 07054-00n 

Direct: 973-541-804 7 
Fax: 973-541-8040 
Shaun.Clancy@deguss.a.com 
www.degussa.com 

Degussa Corporation authori.7.es the Agency to refer to the data cited below in support of 
registration of products containing the active ingredients hydrogen peroxide and peroxyacetic 
acid, by Antee International Limited (Company Number 62432). Antee will shortly submit an 
application for registration for its product HyperOx citing this data 

MRIDNumber Reference 

Degussa Corp. ( 1998) Product Chemistry Peraclean 5% 
(Peroxyacetic Acid Solution): Lab Project Number: AOC002. 

44506501 Unpublished study. 36 p. 

Degussa Corporation hereby waives the 30-day notification period prior to registration of this 
application as provided in 40 CFR l 52.116(c) 

If you have any questions regarding this matter, please contact the undersigned at 973-541-8047. 

Sincerely, 

~~ 
Shaun Clancy. Ph.D 
Director, Product Regulatory Services 

cc: Bob Gee 
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~easa Raad Alf ln1truotlona Before Completing tfiis Form fForm m!J$t bit ryp.dJ FCMffl Appr-d. 0MB No. ~01«>-0044. 4pprov.l EJtpirM, '1-31-96 

&EPA 
Unitec:f States 

Environmental Protection Agency 
Office of Pesticide Program, (7506CI 

Washington, DC 20460 

Notice of Supplemental Distribution of a Registered Pesticide Product 

Instructions 

After a registrant has obtained final registration fa< the basic product, the registrant may then supplemeotally 
distribute his/her product. One form must be submitted f0< each distributor product and must be signed bv the 
distributor involved. The bask: registration number and the distributor company number must be shown. 

If a registrant has a potential distributor who does not have a company number assigned, she/he should have the 
distributor apply, on letterhead stationery, to the Registration Division to have a number as.signed prior to submitting 
this form to the agency. 

This Notice of Supplemental Distribution must be submitted by the basic registrant. The completed fomt must have 
the concurrence and signature of both the registrant and the distributor. 

EPA Re1;1i.tr11tion Number of Product 

0 62432-1 ' 

' Oistributot co,.,.,11nv Number 

003134 

Note: Do not submit distributor product labels 

Name of Reai•tered Product (be:,ic procAict 1111m• accspt•d by EPAJ 

'rkon-S 

Name end Address of Di•tribut.or (Typ•; include ZIP cod•J 

oquinol USA ll"C. 
Uncotn Ave. 

ena New Jesey 08310 
1-a00-267•5707 

I Distributor Pr~t Neme 

Trifectanl Broad Spectrum Oisenfectant 

RNd AH Ctmditions B9for• Signing 

1. The distributor product must have the same composition as the basic product. 
2 . The distributor product must be manufactured and packaged by the same person who manufactures and packages 

the registered basic product. 
3. The labeling for the distributor product must bear the same claims as the basic product, provided, however, that 

specific claims may be de£eted if by doing so, no other changes to the label are necessary. 
The product must remain in the manufacturer's unbroken container. 
The label must bear the EPA registration number of the basic product, foflowed by a hyphen and the distributor's 
company number. 

Distributor product labels must bear the name and address of the distributor qualified by such terms as "packed 
for ... ". ·distributed by ... "; or "sold by ... • to show that the name is not that of the manufacturer. 
All conditions of the basic registration apply eQually to distributor products. It is the responsibility of the basic 

registrant to see that all distributor labeting is kept in compliance with requirements placed on the basic product . 

Distributor •••••• • 
Pl. duct undtN th• Di1trib11tor Product Nam• sp.clfittd -"ov•, subJ•ct to th• condil/on-!t $1Jtu:ifill1d on this '?'."it·:• 

ERIC J. LINN DVM, MPH 
Director Re lato Com liance 

Registrant ••••• • • 

• 
• 

distributor naml*d .oov• ~y di1tribut11 end ull th• Distrib11tor Product sp•cffi•d abt1v11, •ubj~t ro 'Ml Mrtp1"9ns $p11;?nrHi on th . . . . ' 
• • 

\<'.\. 0 

Oete ) 
EPA Form 8570-6 (Rov. 8-941 PrttViou• editions 8re ob,solcte. 

I 
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. 5UBM1SS10N S~J'< l...:UUt. ~ ...... 96f3Z.I I 
,. 

' I 
.._ . .. 

copinG. FOR.t.1 F'QR 
• J 

o,:;,; r~ T ci 'i"'C a·rr-T 11~ / • ~1.ffiM'C'lJ"r C! 
i""-''::a'....._~ .,-- ... -- =··, ... ~ .. • 11!' :.~~ 

r ·1 . CHrLO· Rts1STANT-11AckAa1NG'r · t· 1. CERT'fFf ~T It:-:-- -
[ ] NON-RESIDENTIAL use ONLY 
[ } NOT APPLICMJ.,E · . 

JtSGISTRATION TYPE: [ ] CONDITIONAL . · [ } UNCONDITIONAL . . 
PROPOSED "C:D,.SSIFICATION :. [ ) GENERAL [ ] RESTR.I CTED USS 

. ·SPA REC:E IVE OATS ..PH.· RSCBIVB :DAn.-. e .· 

• f ,;z~i . 1 .. 9- I zsj o 2 L 
' ._,, 

I , ;_;l\ 1.-: IQ_ 2-J... .· . 

a .· _ 

• 

~ 

[· ) . CITE-ALI., 
t ) SElaBCtX:VS..:. 
( .]' ROT SUilMi TT&D-
f ] NOT': APPLlCABt..r· 

: · [ . f INCOAAECT /R.&Stm. . . . 
R.EVlEW (S) .. ~~-;t:?!;>_·_ ·-·_tJATA · • 

• 1 '• PAClC ·1 
. . . 

CHEMISTRY 

EFFICACY 

't0XIC0L0GY . 
· HED TOX, 

. . 
ENVIRON •. . F~TE 

FISH/WI LOLI FE . 
. • OTHER _ _,;_ ____ _ 

·-

~-~!L-.-,, 

· [ ] SUBM·XTrEI> • • 
[ . ] 'tto'r.. SUBMl;-"I;:~~ ••• 

. [ ] NOT APPL I CA.BL&. 
[ ) lNCORR:&QT' / USUB ... • -~ . } . . . . 

II, • . 
DUE DAT£~ 
OMS,.:... Jt.E~ .• . 

• 

STArt,S _________________ .,.._ _______ _ 

.. --.!"\=- n -~-- - --
SEP 1 7 200? 

.. ---

. . . . 
: 

211



UHITED STATES ENVIRONMENTAL PROTECTION AGENCY 

UNITED STATES ENVIRONMENT AL PROTECTION AGENCY 
WASH~GTON, DC 20460 

SEP 1 7 2002 

Mr. Jeff Jones 
Delta Analytical Corporation, Agent for 
Antee International Ltd . 
7910 Woodmont Avenue, Suite 1000 
Bethesda, MD 20814 

OFtICF OF 
PRtVENTION , PESTICIDES 

A.~D TOXI C SUBSTAN:ts 

e Subject: Virkon S 
EPA Registration No.62432-1 

• Amended Application Dated March 21 , 2002 

Dear Mr. Jones: 

The amendments referred to above, submitted in connection with registration under 
- section 3(c)(7)(A) of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) , as 

amended, are acceptable with the following comments. 

e 

• 

Proposed Amendments: 

• Add Greenhouse, Horticulture Uses, and Aquaculture Uses 
• Add Emergency Response and On-site Cleanup Uses 
• Add HIV claim 
• Update First Aid language 

Efficacy Comments 

The submitted efficacy data (MRID 456371-01 is acceptable to support the use of a 
1 % solution of the product, Virkon Sas a virucide when tested against HIV type 1 virus , in 
the presence of 400ppm hard water and a 5% organic soil load (fetal bovine serum) on 
hard, non-porous surfaces for a contact time of 10 minutes. Cytotoxicity was observed at 
the 10 2 dilution. Complete inactivation (no growth) was indicated in the 10-3 through 10·7 

dilutions. A 4-log reduction beyond the cytotoxic level was evident. 

COHCUllRENC~S 

SYMCOL. ) ••••••••••••••••• • ••••••• •••••••·- •••••••••••••••••• ••••••••••••••••• .................. ••••••••••••••••• • ••-•••••••••••"' ••••••••••-•••••• 

SURNAME) ........... ······. ·····•••····· .... ················· ~ ................................................... -·····-········- ................. . 
DATE t 

EPA Form 1320.1A (1/90) OFFICIAL FILE COPY 
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e 

• 

UNJTEO STATES ENVIROHMENJAL PROTECTION AGENCY 

Label Comments: 

NonacceP-table Labeling: 

1. The proposed label claims (as supported by MRID 456371-01) are not currently 
acceptable regarding the use of the product as a disinfectant against "Human 
lmmuno-Deficiency Virus (HIV)" for a contact time of 10 minutes (or until air-dried). 
The proposed label needs to clearly indicate that efficacy relates specifically to HIV 
type 1. In addition, the proposed label needs to clearly indicate that efficacy relates 
to hard , non-porous surfaces. 

2. Text on page 9 of the proposed label states : "With Virkon S, only one product is 
needed to clean and disinfect all surfaces." This language must be deleted . The 
statement "Do Not Use Virkon® S on acid-sensitive surfaces such as marble or soft 
metals such as copper, brass, or aluminum" would make the above statement 
mute . 

3. No specific microorganisms are listed; there is no asterisk(*) to a list of 
organisms elsewhere. However, the proposed and last accepted labels do include 
lists of animal health pathogens and human health pathogens. 

4. The levels of hard water and organic material are not indicated on label. 

5. Although disinfection use directions were provided, the proposed label did not 
include special instructions for cleaning and decontaminating against HIV-1 on pre­
cleaned surfaces or objects soiled with blood/body fluids. Appropriate instructions 
for cleaning and decor.itamination must be provided on the label. 

6. Respect to statement "For Use in Emergency Disease Control (OPT), see EPA 
letter dated August 1, 2002, comments 1 and 2 . 

7. On page 9, delete the directions for cleaning and disinfecting food contact 
surfaces. 

8. On page 9, under sanitizing toilet bowls the label must state that the bowl must 
be emptied before adding product. Dilution factor must take in to account of water 
in the toifet bowl. 

CCHe1JRR!NC!5 

SYMBOL ~ , ... •••••••••·•••• •••• ••••••••••••••••• ••••~•••••••••••• ••••••••••••••••• • ••-•••••••••• .. • ~•••••••.,.••••••• SlJAHAME ~ •••••••••••••••••• •••••••-••••••• 

' ·····•·•·· ............................. ············· ····•·•·········· .................... ·············• ~-····-········- ··•·•············· 
CATS t 

EPA Form t3~1A (1/90) OFFICIAi.. flLE COPY 
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e 

• 

e 
e 

UNITED STATES ENVlRONMEN1AL PROTECTION AGENCY 

General Comments: 

For detailed considerations, refer to the enclosed EPNAD Product Science Branch 
efficacy review dated September 3, 2002 . Submit three (3) copies of your revised printed 
label bearing the revisions stated above for review. 

If you have any questions concerning this letter, please contact me at 
(703) 308-6422 or Renae Whitaker at (703) 308-7003 . 

Sincerely, 

dam Heyward 
Product Manager (34) 
Regulatory Management Branch II 
Antimicrobials Division (751 DC) 

COHCUM!HCES 

SYMBOl. ~ •••••••••••••••••. ••••••• •••••••••- ••••••••••••••••• 

SURNAME' •••••••••• ••• ••••• • •••••••••••••••• ••••••••••••••••• 

................................... ••••••••••• ....................... -4 .............. ._ ••• 

................ . ................ ················ .. ................... . ............... . 
DATE t 

EPA Form 132~1A (1/90) OFFICIAi. FILE COPY 
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Page 1 

VirkoU@ S 
BROAD SPECTRUM DISINFECTANT 

For Use in Cleaning and Disinfecting Industrial, Animal and Agricultural Facilities (OPT.) 

•or usq1,h ~lfiaJ1mgpnd Disinfecfingtfnstitutional, Food Prqce&si~g, ,and Scrviccla~i \i ~ 
including food handling and food I p~paJatlOil areas of restaili°Jp~ .and food pTOCeS ing;plantfi, 
stores, factoncs, ~ch.ools, hotels fi'ces ships, lanes trans~ation terminals, su enn ets an 
food ,varehouses. OPT. 

For Use iin Erncr_gency Respon. c and On-site Cleanup (emergency response calls, crime scenes 
traffic acc.idents, fires, flood, natural and other disa..,tcrs) e.g. cars, trucks, ambulances, and 
imilru emergency apparatus, tires, wheels, Ooors, walls, ceilings, paved surfaces; and equipment 

such as $q'Bt\-, coats, boots, hats, ma ks . gloves axes, Ja ,,is of Lifi ru.1d similar emcr~nc' 
cquipm 'nt](OPT.) 

or Use in tcqnhouses, Honie lture., and Aquaculture OP'f. 

ACTIVE INGREDIENTS: 
Potassium pcroxymonosulfate ............................. . 
Sodium Chloride ............................................. . 
INERT lNGREDIENTS .... .... . ........... . .... ...... .... . 
1'0TAL ... . ....... .. ..... ... . ............ . .................... . 

Equivalent to 9.75% Available Chlorine 

20.4% 
1.5% 

78.1% 
J 00.00% 

KEEP OUT OF REACH OF CIDLDREN 

DANGER 

See Back [Side] Panel[s] for Additional Pre.cautions 

• • • • • •• •• 

• 
•• • • • • ••• 
•••• • • • •• • 

• 
•••• • • •••• 

•• • • • • • •• 
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. 
root Panel Co,ntinue~ 

FIRST AID 

Have the product container or label with you when calling a poison control center or doctor, or going 
for treatment. 

lf Swallowed: 
• CaJI Poison Control Center or doctor immediately for treatment advice. 
• Have Person sip a glass of water if able to swallow. 

Do not induce vomiting unless told to do so by the poison control center or doctor 
• Do not give anything by moul11 lo an unconscious person 
If Inhaled: 
• Move person to fresh air. 
• If person is not breathing, call 911 or an ambulance, then g1ve artificial respiration, preferably 

mouth-to-mouth, if po sible. 
• Call a Poison Control Center or doctor for further treatment advice . 
If in Eyes: 
• Hold eye open and rinst: slowly and gently witb water for 15-20 minutes. 
• Remove contact lcn es, if present after 5 minutes, then continue rinsing eye. 

Call a Poison Control Center or doctor for further trcalment advice. 
If on Skin: 

Take off contaminated clothing. 
• Rinse skin immediately with plenty of water for 15-20 minutes. 
• Call a Poison Control Center or doctor for further treatment advice. 

Note to Physician: Probable mucosal damage may contraindicate the use of gastric lavage. 

_ lbs. L) Net Weight 

EPA Reg. No. 62432-1 EPA Est. No. 62432-EN-001 

ANTEC JNTERNA TIONAL LTD. 
Windham Road, Chilton Industrial Estates 

Sudbury Suffolk CO 10 6XD, England 
Tel: (J 787) 77305 Telex: 987495 Fax: (1787) 310846 

Virko~ S is a registered trademark of and manufactured by Antee International Limited 
US Patent No. 4822512 

• • • • • •• •• 

• 
•• • • • • ••• 
•••• • • • •• • 

• 
•••• • • •••• 

•• • • • • • •• 
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EFFECTIVE AGAINST FOLLOWING ANIMAL HEALTH PAmOGENS: 

EQUINE BACTERIA 
Clostridium perfringens 
Fistulous \Vithers (Poll Evil) 

Taylorella equigenitalis 
Streptococcus equi (Strangles) 
Pseudomonas malJei 

(Glanders) 
Bordetella bronchiseptica 

EQUINE VIRUSES 
African I lorse Sickness 
Equine Viral Arteritis 

(Pink Eye) 
Coital Exanthenna 

Myeloencephalopathy 
Rhinopneumonitis 
Equine Infectious Anemia 

(Swamp Fever) 
Equine papillomatosis 

Equine Contagious Abortion 
Adenovirus Pneumonia 

Equine Influenza (The Cough) 

EQUINE FUNGI 
Trichophyton spp. 
(Ringworm) 

Trichophyton spp. 
(Mud Fever) 

Fus.arium monilifonnc 

BOVINE BACTERIA 
Moraxella bovis 
Mycobacterium bovis 
Haemophilus somnus 

BOVINE VIRUSES 
Calf ram.vims 
Infective Bovine 

Rhinotracheitis 

Bovine Adenovirus Type 4 
Pseudorabies 
Foot & Mouth Disease 

BOVINE fU GI 

Fusarium moniliforrne 

POUL TRY BACTERIA 
Streptococcus pyogenes 
Campylobacter pyloridis 

Klebsiella pneumoniae 

Escherichia coli 
Salmonella typhimuriurn 

Salmonella cbolerae.suis 
Pseudomonas aeruginosa 
Staphylococcus aureus 
Staphylococcus epiderrnidis 
Mycoplasma gallisepticum 
Clostridium perfringens 

Bonletella avium 

POULTRY VIRUSES 
Newcastle Disease 

Infectious Bronchitis 
Infectious Bursa\ Disease 

Avian Laryngotracheitis 
Avian Influenza 

Marek' s Disease 
Egg Drop Syndrome 

Adenovirus 
Turkey llerpes Virus 
Duck Herpes Virus 
Duck Viral Enteritis 

POULTRY FUNGI 
Aspergillus flavus 
Aspcrgillus fumigatus 
Candida albicans 

SWJNE BACTERIA 
Bordetella bronchiseptica 
Pastcurella multocida 
Actinobacillus 

plcuropneumonia 
Treponema hyodysenteriac 
Clostridium perfringens 
SWINE VIRUSES 
Hog Cholera 

Swine Influenza 
Porcine parvovirus 
RotaYirnl diarrhea 

Vesicular stomatitis 
Pseudorabies 

Porcine Reproductive and 
R spiratory Syndrome 
(PRRS) 

African Swine Fever 

Foot and Mouth Disease 

SWINE FUNGI 
Fusarium moniliforme 

COMPANION ANIMALS 
BACTERIA 

Staphylococcus aureus 
Streptococcus pyogenes 
Klcbsiclla pneumoniae 
Pseudomonas aeruginosa 

VIRUSES 
Canine Parvovirus 
Distemper 
Leptospira canicola 
Feline parvovirus 
Feline herpes 
Feline caliciviru.s 

FUNGI 
Microsporum canis 

• • • • • •• •• 

• 
•• • • • • • •• 

EFFECTIVE AGAINST.THE FOLLOWING HUMAN HEALTH PATHOGENS • • :•: 
1Iuman Immuno-Dcfici~ncy Virus (HIV), Streptococcus pyogcncs, Campylobacter pyloridis, •. • 

lehsiel\i,\imeumoniae, Escherichia coli, Salmonella typhlm\1rium, Salmonella cholcracsuis • •• • 
scudortlo1Jlis aeruginosa, Staphylpooccus aurcus, 8taphylp'c'~)CCLIS e_pic.lern1i<lis, an,d Candid.ft•••. 

0 lb' • • • a 1cans. • • • 
••• 
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PRECAUTlONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
D GER 

Page4 

Powder is corrosive. Causes skin burns and irreversible eye damage. Harmful if swallowed., absorbed 
through skin or inhaled. Do not get in eye , on skin, or on clothing. Wear protective clothing and rubber 
gloves. Avoid breathing dust. Wear goggles, face shield, or safety glasses. Wash thoroughly with soap and 
water after handling. Remove contaminated clothing and wash before reuse. Corrosive tatement refers 
to powder only not in use solution. 

BROAD SPECTRUM DISINFECT ANT 
Virkonic S is effoctivc against numerous microorganisms affecting animals: viruses, gram positive and gram 
negative bacteria, fungi (molds and yeasts), and mycoplasrna. Efficacy was determined in the presence of 
hard \Yater and organic material. Virkon111 S passes the AOAC germicidal and detergent sanitizer test at a 
concentration of 0.5% (I :200) in the presence of 200 ppm hard water. A I a 0.5% 1 :2Q' i;,olution fo 
r ut ine san · at ion. 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in a manner inconsistent w·ith it5 labeling 

GENERAL lNSTRUCTIONS-POULTRY AND FARM PREMISES 

1. Remove all poultry or other animals and feeds from premises, trucks or other vehicles, coops, 
crates or other enclosures. 

2. Remove all litter dr ppings and manure from floors, walls and surfaces of barns pens, stalls 
chutes and other facilities and fixtures occupied or traversed by poultry or other animals. 

3. Empty all troughs, racks, and other feeding and watering appliances. 

4 . ThorougWy cJean all surfaces with soap or detergent and rinse with water. 

5. Saturate surfaces with the recommended disenfecting solution for a period of 10 minutes. 

6. Immerse all halters, ropes, and other types of equipment used in handling and restraining 
animals, as well as forks , shovels, and scrapers used for removing litter and manure. 

7. Ventilate buildings, cars, boats, coops, and other closed spaces. Do not house poultry or • • • : 
livestock or employ equipment until treatment has been absorbed, set, or dried. •• •• 

8. Thoroughly scrub treated feed racks, mangers, troughs, automatic feeders, fountains, and • 
waterers with soap or detergent, and rin. c with potable water before reuse. : • •.: • 

This powder fomrnla is easily diluted for use in manual or machine operations. 
•••• • • • • •• 

• 
•••• • • •••• 

•• • • • • ••• 
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Virkon®S DILUTIONCHART 
Fill comainer wit!, desired amou11t of water and add Virkon® S pow,Jer to acltieve recommended 
solutio11 conceJttratio11. 

Qua11tity of Waier Amou111 o/ j,J...,:ilerh.r A11wunt of Powder for 1% Amount of Powder for 2% 
a 0. SfJ!!rSohdion Solution Solution 

I Q11art 0. 15 ounce,f 0.3 ounces 0.7 ounces 

1 Gall,m 0.65 ounces 1.3 o"nces 2. 7 ounces 

IO Ci,,11,ms 6.7 OUltCes 13.4 ounces 26.7 0111tces 

50 Gallons 33.4 ounces 66.8 OUltCes 133.5 OllllCi!S 

1 .J oz; n~d3tiri,rg noop is p, o~idrd. Measurittg Cllp provided. 

Add ll.3 Oi' .. n scoop) ofVirkon~ 8 lt.he eoHt.ents ef 6B.e Virko~ 8 paeketj to one gallofl of 

warm "1ater. Solutions are stable for 7 days. Do not soak metal objects in Virkon~ S for long 
periods • 10 minutes is maximum necessary contact time. One gallon of solution is sufficient to 
treat 135 sq. ft. 

POULTRY AND RAffiE PRODUCTIO 

CONTROLS: Viruses of Newcastle Disease, Infectious Bronchitis, Infectious Bursal Disease, 
Avian Laryngotracheitis, 1arek's Disease, Egg Drop Syndrome, Avian Influenza, Turkey Herpes 
Virus and Duck Viral Enteritis . Fungi (molds and ye-asts - Aspergillus tlavus, Aspergillus 
fumigatus and andida albicans. Bacteria - Streptococcus pyogcncs, Campylobacter pyloridis, 
Klebsiella pncumoniae, Escherichia coli, Salmonella typhimuriurn, SaJmonella chloeraesuis, 
Pseudomonas aeruginosa, Staphylococcus aureus, Staphylococcus epidermidis, Bordetella aviwn 
and Mycoplasma gallisepticum. 

HATCHERIES: VirkoJ½i S at 1 % solution can be used for cleaning and disinfecting hatchcrs 
setters, evaporative coolers, humidifying systems, ceiling fans, chicken houses, transfer trucks, trays 
and plastic chick boxes (use 2% solution for Mycoplasma, Aspergillus :flavus and Aspergillus 
fum.igatus). 
Virko11oc S at 1-2% solution is recommended for use in fogging (\vet misting) operations as a 
supplemental measure, either before or after regular cleaning and disinfecting procedures. Fog (wet 
mist) until the area is moist using automatic foggers according to manufacturer's use direction . 

BROILER/BREEDER HOUSES: Follow General Instmctions to remove poultry and predean area 
to be treated. Spray floors and walls \vith Virko~ Sat 1 % solution. Thoroughly wash waterers and 
feeders '\.Vith a 1 % solution of V irkonlRJ S ( use 2% solution for Mycoplasma, Aspergillus flavus and 
Aspergillus fumigatus). After contact for 10 minutes rinse ,vith \Vater. Do not house poultry or use 
equipment until treatment has dried. 

FOR AIR SANITIZING: Use Virkol.l@S at 0.5-1 % solution, and fog until surfaces are moist. Allow 
at least 2 hours before entering treated are-a. Rinse foggers and sprayers with water follo1,ving use. 

PROCESSING PLANTS: Spray Virkoll.g. Sat I% solution to disinfect and clean walls, ceilings and 
lloors. 
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SWINE PRODUCTION 

CONTROLS : Viruses of Hog Cholera, Swine influenza, Porcine Parvovirus, Pseudorah1es Porcine 
Reproductive and Respiratory Syndrome (PRRS), Rotovira1 Diarrhea, African Swine Fever and Foot 
and Mouth Disease. Bacteria of Plcuropncumonia, Trcponcma hyodysenteriae, and Clostridium 
perfringcns. Fungi: Fusarium moniliforme. 

Follow General Instructions to remove swine and preclean area to be treated. VirkonoJt at 1 % 
solution is re.commende.d for cleaning and disinfecting farrowing units, nurseries, finisher 
houses, processing plants (use a 2% solution for Mycoplasma Aspergillus flavus and Aspergillus 
fumigatus): and agricultural production equipment such as trucks, water-proof footwear (such as 
rubber boots), and associated livestock equipment and instruments. 

Virkon® S at 0.5- l o/o solution is recommended for use in fogging (wet misting) operations or as a 
supplemental measure either before or after regular cleaning and disinfecting procedures. Fog 
(\vet mist) until the area is moist using automatic foggers according to manufacture's use 
directions. Rinse foggers and sprayer with water followfag use . 

EQUINE PRODUCTION 

BROAD SPECTRUM EQUINE DlSINFECTANT/DETERGANT/WASH FOR CLEANING 
AND DISINFECTING STABLES; EQUIPMENT AND AERIAL DISINFECTION 

CO TROLS: Viruses of African Horse Sickness, Equine Viral Arteritis (Pink Eye), Coital 
Exantherma Mycloenccphalopathy, Rhinopneumonitis, Equine Contagiou Abortion, Equine 
Papillomatosis, Equine Infectious anemia (Swamp Fever), Adenovirus Pneumonia Equine 
Influenza (The Cough) and Rhinitis. Bacterial: Clostridial Diarrhea, Fistulous Withers (PoJI 
Evil), Taylorella equigcnitalis, Bordetella bronchiseptica, Streptococcus equi (Strangle ) and 
Pseudomonas mallci (Glanders). Fungi: Dermatophytosis (Ringworm), Demmtophylosis (Mud 
Fever), and Fusarium moniliforme. 

APPLlCATIONS : For cleaning and disinfecting all surfaces, equipment, utensils and 
instruments in Veterinary practices , kt!nnel s, stables catteri.es, etc. 

USES: 

Stables, Horse Boxes, Box Sta11s, Tack ,Equipment, and Feed Rooms: lboroughly clean and dry 
Ldry clean] surfaces, then wash the area manually or with pressure washer with a 1 % Virko°® S 
solution. Rinse with clean water. 

Blankets, Saddle Pads and Rugs: Shan1poo by hand or spray lightly w-ith a hand-sprayer and 
leave to dry. Shake or vacuum to remove residue. 

Aerial Spraying to control airborne diseases: Use a hand or knapsack sprayer with fine setting, or 
an automatic spraying ystem. Spray a 1 % Virkol¾o S solution for 2-3 minute twice daily, first 
thing in the morning and last thing at night. Rinse sprayers \vith water after use. 
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BOVINE PRODUCTION 

CONTROLS: Viruses of Calf rotavirus, Infectious Bovine Rhinotracheitis, Bovine Adenovirus 
Type 4 and Pseudorabies and Foot and Mouth Disease~ Bacteria ofMaraxella bovis, 
IIaemophiJus somnus and Mycohactcrium bovis; Fungi of Fusarium rnoniliforme. 

Follow General Instructions to remove livestock and preclean area to be treated. A 1 % solution 
of Virkoll@ Sis recommended to clean and disinfect areas associated v.rith bovine housing 
stabling, hospital quarantine pens, feedlot facilities, and agricultural production equipment such 
as trucks, water-proof footwear (such as rubber boots), and associated livestock equipment and 
instruments. 

COMP ANION ANIMALS 

CONTROLS: Viruses Canine Parvovirus, Distemper, Leptospira canicola, Feline parvovirus, 
Feline herpes and f cline calicivirus. Bacteria of Staphylococcus aureus Streptococcus pyogenes, 
Klcbsiella pneumoniae, and Pseudomonas aeruginosa; Fungi ofMicrosporum canis . 

A 1 % solution of Virko~ S is recommended as a' om: step" cleaning and disinfecting procedure 
for all surfaces, equipment, instruments, utensils and cages Lcaging systems]within La~sociated 
withJVetcrinary Medical Hospitals, infections disease wards, quarantine are.as, Hwnane Society 
facilities, laboratory animal quarters, grooming and boarding facilities, kennels, caUeries and 
animal transportation vehicles. 

Do not immerse metal objects in Yirkorl@ S for long periods - 10 minutes is maximum contact 
time. 

GREENHOU$
1

HS AND IIORTI(;l)t Tl JRE 

Virkonlfi, S 1s inh:mded. to disinfect ihanimat.e environmental '~fi[aocs, glasshouse slructlli1c,s 
quipment, utensils, trays, containers, and vehicles in ~rccnhouscs and other horticuluµ-al 

settings prior to introduction or reintroduction of plants, seeds. or soil. It is not intended to 
directly arlect agricultural production and must not be applie<l to plants seeds, or soiJ. Tf 
necessary, remove or cover these i lems prior to use of the reduct. 

Remove all crop debris, strings and. othi.::r deposits from structures, empty trays ahd po~s. Power 
wash al~, tp0!£WS! .off the covering an~ superstructure and l l(F,f ·, . 'sing a spraye orfogger 
saturate ati1~1 Jaces vvith a I% so1l;lttQn of Yirkontt S. LetlJir ~~1. 

~irkon,11' Smay also be used to ditiinfect irrigation tanks and lines. Run a 1 % solution through 
he system or soak equipment in a 1 % solution. I ,et stand for ten minutes and flush system ,i,.1th 

clean water after treatment. 

Virko14,, Sat 0.5-1 %% solution is recommended for use in fogging (,vet misting) operations or as 
<1 :supp]t,;m1cytaJ measure either b,efore or after regular cleaning and disinfecting proc!T~1 res. flog 
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(wet mist) until the area is moist using automatic foggers according to manufacture's us 
directions. Rinse foggers and sprayers \vith water following use. 

IQlJ A Cl.JJ.Tl.IRE; 

Page 8 

Virko14,, S is intended to disinfect ina.t1imate environmental surf~ces associated with aquaculture 
· eluding vehicles, nets. boots, waders, 'dive suits hoses, brushes and other similar equipment. 

irk on.,. S may al.so be used in foot dips. Virkoll@ S must not be applied direct! · to \vater. 

E~uipment used in separate sites, tanks~ ponds in aquacultural settings should be disinfeciec\ 
before each new use by. oaking for 20·30 minutes in a 1% Vitko)¼ S solution follmv by 1! 
wator rinse. 

Virko~, -~t q )-1% S<])]ution is reconuuended for use in fofutin~ (Wet misting) opcrati ~s or as a 
upplemental measure either befo1ic or atftcr regular cleaning and disinfecting procedures. Fog 

(\vet mist) until the area is moist using' automatic foggers according to manufacture's use 
directions. Rinse logger~ and sprayers \.Vith \Valer followin.,g use . 

EMERGENCY DISEASE CONTROL {ANIMAL IlliALTI 

CONTROts: 10IE ,ist 1\ 0ISease pr~~i~msfocluding Poot1arl~IMouse Disease Viru:s ll%-1 !lllJ. 
orsc Sj6kness Virus, Vesicular Stomadt1s Virus, Classical SWine Fever Virus (Hog Oholera 

1, ' 

Virus), African S·wine fever Virus, Ne\ycastle Disease Vims, and Highly Pathogenic Avian 
[nfluenza Virus. 

A 1 % solution of Virkon.a, S is recommended to clean and disinfect agricultural facilities and 
equipment, military facilities and equipment; airport facilities and equipment, port facilities and 
equipment, rail facilities and equipment, quarantine facilities and equipment, slaughter facilities 
and equipment, and other shipp1ng facilities and equipment where animals or soils suspected of 
harboring foot and mouth disease virus might have been previously present . 

Within these facilities, treated objects include but are not limited to vehicles, farm equipment 
(including tractors, ploughing shares, cars and trucks, farm engines, harveste.rs, loaders, mowers, 
tiller and slaughter machinery), military equipment (including tanks and troop carriers) and 
shipping equipment (pallets, bins, and containers). 

Spray Virkon,z S at I% solution to disinfect and clean walls, ceilings, floors, decks, container 
surfaces, vehicles, wheels, water proof footwear (such as rubber boots), livestock equipment, 
utensils and instruments. 

Do not immerse metal objects in VirkoI¾e S for long periods - 10 minutes is maximum contact 
time. 

c:\clients\antec\Virkou S\Proposed Labels\Virkon S label 21 MAR 02.wpd 222



., 
r 

e 

• 
• 

e 

• 

1NST1TUT10NAL, FOOD PROCESSING, AND SERVlCF FACIL1T1ES 
(HUMAi"I HEALTH) 

Page9 

CONTROL[$.: Human Immuno-Deficicncy Virus (HIV), Sfre~tococcus pyoge~1es . 
Campylo~ac}er1 p~foridis, klcooielJa pneumonia~. Esche111chia coli, Salmonella lyphin~~rium, 
Salmone.Ua1choleraesuis, Pscudomonas acruginosa, Sta_p~1ylococcus aureus, StaphylQcUccru 
epidermidis, aud Candida albicans: 

Wi~h Virkon1¥1 S, only one product is needed to clean and disinfect all surfacf:?S. 

o Not l:Jsc Virkoll.lo Son acid-sensitive surfaces such as marble or soft metals such as con'pert br-ass 
r aluminum. Avoid splashing Virkon,fi} S solution on textiles qr carpet:. Virkon~. S l'lla:y:' be used on 

carpetinr or ~ther textiles only it ai;cil is tested for cohlr fastness before use an'ci! ~at d area 
vacuumcq Mhcn d!)'. 

Cleaning ~nd Disinfecting Food Contact Surfaces: Remove gross dirt and prepare 1.0% solution 
ccording to the Dilution Chati. Apply to surface using a sponge, brush, or spray device until the 

surface i. \isibly clean. Let stand for 10 minutes and rinse \ivith pqtable \Vater . 

Cleaning and Disinfecting Non-Food Contact Surfaces: Remove ~ross dirt and use 1.0% Virkon-n 
S solution nrepa.ced according to the Dilution Chart pelow, Ap~ly \o surface using a tn9µ, ,sho11ge, 
bru. hes on\spruy device until t1,e sur:face is visibly clcan. 1A

1rr dry. In cases of fungal or viral 
contam1natio'J'.l of non-food conta;ct. su.rifades, follow these ins'tr~'ctions substituting a,2.0elu V111kon 

sol tion 

Sanitizing Toilet Bowls. After flushing, sprinkle 1 oz. Virkon>E S powder around the bowl, scrub 
.1,rith a bru.sh, and leave for 10 minutes. Flush. 

Cleani~g ~tl Qisinfecting Manikips ,Use9 in C~R Training: 1:/4an\kins sho 114 hect!'a~ed })s, soon 
as po~sible ~, die end of each clas,s to avotd drymg of oontaut~arits on surfaces. Oisa .s~mble th 
manikin 'ls 4irectcd by the manufacturer's instructi()ns. Thorouighlv ,vash all internal and external 
surfaces and reu~ablc protective face shields with a brush using a 1 % Virkong. S solut' on. Let stand 
for l O minutes and rinse \\'i th _potable water. 

EMERGE CY RESPONSE AND ON-SITE CI.EAJ\fUP 

Cover heay
1
y ·spillage of body fluids wHh Virkon,!j S po\.vdeF. Let stand for 10 min-ut~~, a 

scoop into Ji\!.l'>tjc bag. Treat bag and it~ contents as infectious tnedical wusP. 

repare 2% Virko11.v. S solution according lo the Dilution Chart Apply to surface to he treated using 
mo , sponge, brush or spray device until the surface is visibly clean. Air dry. 

STORAGE AND DISPO AL 
STORAGE: Store in a cool, dry place in tightly closed container away from children. Ahvays 
replace lid a(ter use . 

DISPOSAL: Wash empty container thoroughly and dispose in trash. Do not mix this product 
with other chemicals 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHJNGTON, D.C. 20460 

September 3, 2002 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

MEMORANDUM: 

Subject: 

From: 

Through: 

To: 

Efficacy Review for EPA Reg. No. 62432-1 , ''Virkon® S" 
DP Barcode: 0282057 
Case No: 001751 

Emily Mitchell, M.S., Team Leader ~ ·-/)'v.Nh.LL 7/.fjr1~ 
Efficacy Evaluation Team 
Product Science Branch 
Antimicrobials Division (751 OC) 

Michele E. Wingfield, Chief 
Product Science Branch 
Antimicrobials Division (7510C) 

Adam Heyward, PM 34/Renae Whitaker 
Regulatory Management Branch II 
Antimicrobials Division (7510C) 

Applicant: Antee International Ltd. 
Sudbury , Suffolk, England 

Formulation From Label: 

Active lngredient(s) 
Potassium peroxymonosulfate ................................... ........... . 
Sodium Chloride ....... ............................... ............................. . 
Inert lngredient(s1 ....... ...................... ............................... . 
Total ................................. .... ................. .............................. . 

% by wt. 
20.4% 

1.5% 
77.1% 

100.00% 
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BACKGROUND: 

The product, Virkon S (EPA Reg. No. 062432-00001 ), is a disinfectant for use on 
hard, non-porous surfaces, including for use in emergency disease control. The 
applicant is amending the registration of this product to add claims for effectiveness 
against an additional virus, specifically HIV Type 1. The proposed label also includes 
additional uses previously approved for a similar product (i .e ., Virkon, EPA Reg. No. 
062432-00002). The study was conducted at ViroMed Laboratories, Inc., located at 
6101 Blue Circle Drive, Minneapolis, Minnesota 55343. 

This data package contained a copy of EPA Form 8570-1 (Application for 
Pesticide), one study (MRID No. 456371-01 ), a Statement of No Data Confidentiality 
Claims for the study, and the proposed label. 

USE DIRECTIONS: 

The product is to be used for disinfecting hard, non-porous surfaces in industrial, 
animal, and agricultural facilities and for use in emergency disease control. The label 
directions provide the following information regarding preparation and use of the product 
when used in institutional, food processing, and service facilities for human health: 

"Cleaning and Disinfecting Food Contact Surfaces: Remove gross dirt and 
prepare a 1.0% solution according to the Dilution Chart. Apply to surface using a 
sponge, brush, or spray device until the surface is visibly clean. Let stand for 10 
minutes and rinse with potable water. 

Cleaning and Disinfecting Non-Food Contact Surfaces: Remove gross dirt and 
use a 1.0% Virkon S solution prepared according to the Dilution Chart below. Apply to 
surface using a mop, sponge, brushes or spray device until the surface is visibly clean. 
Air dry. In cases of fungal or viral contamination of non-food contact surfaces, follow 
these instructions substituting a 2.0% Virkon S solution. 

Sanitizing Toilet Bowls: After flushing, sprink le 1 oz. Virkon S powder around the 
bowl, scrub with a brush, and leave for 10 minutes. Flush . 

Cleaning and Disinfecting Manikins Used in CPR Training: Manikins should be 
cleaned as soon as possib le at the end of each class to avoid drying of contaminants on 
surfaces. Disassemble the manikin as directed by the manufacturer's instructions. 
Thoroughly wash all internal and external surfaces and reusable protective face shields 
with a brush using a 1 % Virkon S solution. Let stand for 1 O minutes and rinse with 
potable water. 

Emergency Response and On-Site Cleanup: Cover heavy spillage of body fluids 
with Virkon S powder. Let stand for 10 minutes, and then scoop into plastic bag . Treat 
bag and its contents as infectious medical waste. Prepare 2% Virkon S solution 
according to the Dilution Chart. Apply to surface to be treated using a mop, sponge, 
brush or spray device until the surface is visibly clean. Air dry." 

Page 2 of 6 
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The label directions do not include special instructions for cleaning and 
decontaminating against HIV-1 on pre-cleaned surfaces or objects soiled with 
blood/body fluids . 

AGENCY STANDARDS FOR PROPOSED CLAIMS: 

The Agency standards for virucidal claims are listed in DIS-TSS-7. The 
effectiveness of virucides against specific viruses must be supported by efficacy data 
that simulates, to the extent possib le in the laboratory, the conditions under which the 
product is intended to be used. Carrier methods that are modifications of either the 
AOAC Use-Dilution Method (for liquid disinfectants) or the AOAC Germicidal Spray 
Products Test (for spray disinfectants) must be used in developing data for virucides 
intended for use upon dry Inanimate, environmental surfaces (e.g. , floors, tables, 
cleaned dried medical instruments) . To simulate in-use conditions, the specific virus to 
be treated must be inoculated onto hard surfaces, allowed to dry, and then treated with 
the product according to the directions for use on the product label. One surface for 
each of two different batches of disinfectant must be tested against a recoverable virus 
titer of at least 1 o~ from the test surface for a specified exposure period at room 
temperature. Then, the virus must be assayed by an appropriate virological technique, 
using a minimum of four determinations per each dilution assayed. The calculated viral 
titers must be reported with the test results. For the data to be considered acceptable, 
results must demonstrate complete inactivation of the virus at all dilutions. When 
cytotoxicity is evident, at least a 3-log reduction in titer must be demonstrated beyond 
the cytotoxic level. These Agency standards are presented in DISffSS-7. 

Supplemental Claims 

An antimicrobial agent identified as a "one-step" cleaner-disinfectant, cleaner­
sanitizer, or one intended to be effective in the presence of organic soil must be tested 
for efficacy with an appropriate organic soil load, such as 5 percent serum. These 
Agency standards are presented in DISffSS-2. 

The hard water tolerance level may differ with the level of antimicrobial activity 
(e.g., sanitizer vs. disinfectant) claimed. To establish disinfectant efficacy in hard water, 
all microorganisms (bacteria, fungi, viruses) claimed to be controlled must be tested by 
the appropriate Recommended Method at the same hard water tolerance level. These 
Agency standards are also presented in 0 1srrss-2. 

rv COMMENTS ON THE SUBMITTED EFFICACY STUDIES: 

MRID 456371-01 "1 O Minute Inactivation of Human Immunodeficiency Virus Type 1 
by Virkon S", by C. Sue Brady. Study completion date -September 21, 1995. 

The product was diluted 1: 100 (50 grams test substance + 5 liters 400 ppm hard 
water). Actual hard water titration results were 404 ppm and 400 ppm hard water -
separate batches of hard water were used to dilute the two batches of Oproduct. Two 
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Jots {Lot Nos. 1698 and 2050) of the product were tested for a contact time of 1 O 
minutes at room temperature against HIV-1 , Strain HTLV 111 8 • Fetal bovine serum, at a 
concentration of 5%, was present in the tissue culture fluids . Films of the virus were 
prepared by spreading 0.2 ml of undiluted virus suspension on the bottoms of sterile 
glass Petri dishes. Films were kept at 25"C and ambient humidity for 35 minutes, and 
further dried for 30 minutes at 37°C. Dried virus films were exposed to 2.0 mls of the 
use solution for 1 O minutes at 25°C. Following exposure, the plate was scraped to 
resuspend the contents and the virus-disinfectant mixture was immedfately added to 18 
ml of LBS broth. The mixture (10·2 dilution) was immediately titered by serial dilution 
and assayed for infectivity. The MT-2 ceH line, which exhibits lytic Cytopathic Effect 
(CPE) in the presence of HIV, was used as the indicator cell line in the infectivity assays. 
Dilutions of virus-disinfectant mixtures and the controls were inoculated into the MT-2 
cell cultures in quadruplicate. The cultures were inoculated with 200 µL of each dilution 
and 50 µL of MT-2 cells were added. The cultures were incubated at 36-38°C in 5-7% 
CO2. The cells were observed for 7 days and CPE and cytotoxicity were recorded. The 
test results were calculated by the method of Karber. Controls included virus and 
cytotoxicity controls. 

Note: The use directions for disinfecting non-food contact surfaces call for a 2% solution for the 
control of viruses (see page 9 of the proposed label); whereas, the efficacy testing described 
above used only a 1% solution (a less concentrated solution) . 

V RESULTS: 

MRID Organism Results Dried Virus 
Number Control 

Lot No. 1698 Lot No. 2050 

456371-01 HIV 1 virus s; 102·5 ~102.5 106.75 

Results expressed in TCID5of0.2ml. 

VI CONCLUSIONS: 

The submitted efficacy data (MRID 4S6371-01) appear to support the use of a 
1 % solution of the product, Virkon S, as a virucide when tested against HlV type 1 virus, 
in the presence of 400 ppm hard water and a 5% organic soil load (fetal bovine serum) 
on hard, non-porous surfaces for a contact time of 10 minutes. Cytotoxlcity was 
observed at the 10·2 dilution. Complete inactivation (no growth) was indicated in the 10·3 

through 10·1 dilutions. A 4-log reduction beyond the cytotoxic level was evident. 
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VII LABELING COMMENTS: 

1. The proposed label claims (as supported by MRID 456371-01) are not currently 
acceptable regarding the use of the product as a disinfectant against ~Human 
lmmuno-Deficiency Virus (HIV)" for a contact time of 10 minutes (or until air­
dried). The proposed label needs to clearly indicate that efficacy relates 
specifically to HIV type 1. In addition, the proposed label needs to clearly 
indicate that efficacy relates to hard, non-porous surfaces. 

2. Text on page 9 of the proposed label states: ~with Virkon S, only one product is 
needed to clean and disinfect all surfaces." This language should be deleted. 
The statement uoo Not Use Virkon® Son acid-sensitive surfaces such as marble 
or soft metals such as copper, brass, or aluminum" would make the above 
statement mute. 

3. 

4. 

No specific microorganisms are listed; there is no asterisk ("') to a list of 
organisms elsewhere. However, the proposed and last accepted labels do 
include lists of animal health pathogens and human health pathogens . 

The levels of hard water and organic material are not indicated on label. 

5. Although disinfection use directions were provided, the proposed label did not 
include special instructions for cleaning and decontaminating against HIV-1 on 
pre-cleaned surfaces or objects soiled with blood/body fluids . 

6. 

7. 

8. 

9. 

On page 1, delete the statement "For Use in Emergency Disease Control 
(OPT)." 

On page 8, delete the statement "EMERGENCY DISEASE CONTROL (ANIMAL 
HEALTH).'' 

On page 9, delete the directions for cleaning and disinfecting food contact 
surfaces. 

On page 9, under sanitizing toilet bowls the label must state that the bowl must 
be emptied before adding product. Dilution factor must take in account of water 
in toilet bowl. 

Page 5 of 5 
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March 22, 2002 

Mr. Adam Heyward, PM #34 
Antimicrobials Branch 
US EPA 
Washington, DC 20460 

~ 
DELTA 

ANALYTICAL 
CORPORATION 

Subject: Virkon S: EPA Reg. No. 62432-1 ; Proposed Amendment to Label 

Dear Adam: 

Enclosed please find the following documents in support of an amendment to the Virkon S label: 

Application for Pesticide Registration (EPA Form 8570-1) 
• Proposed Product Label (5 copies with proposed changes highlighted) 
• Current Stamped Label 
• Certification wilh Respect to Citation of Data and Data Matrix (EPA Form 8570-34 and 8570-35) 
• Supporting Data (I study) 

456371-00 

'Ilte proposed label includes previously approved text drawn from the Virkon label (EPA Reg. No. 62432-2). 
If you recall, the formulations for Virkon S and Virkon are substantially similar thus I do not foresee any risk 
assessment issues associated with adding these uses to the Virkon S label. 1 have been careful to separate 
those proposed uses which are related to animal health disease pathogens or organisms and those related to 
human health pathogens. ln addition to adding claims from the Virkon label, lam submitting efficacy data to 
support adding an HIV claim. 

The proposed label includes new use patterns: greenhouses, horticulture, aquaculture and emergency response 
and cleanup. The current registrations for Virkon S and Virkon cover a wide variety of animal and human 
health use patterns involving treatment of inanimate environmental surfaces and equipment. The new uses are 
also aimed at treating similar surfaces and equipment and do not pose significantly different human health or 
environmental risks. 

Finally I have updated the First Aid statements to comply with PR Notice 2001-1 and the new labeling 
regulations published at 66 FR 64759 (12/14/01). 

Let me know if you have any questions regarding this submission or ifl need to supply additional information. 
TI,anks for your assistance. 

Enclosures 

79)0 vVccdrnont Avenue Swte 1000 Bethesda, Mawland 20814 
/ (301} 652-5495 FAX (30 ) 652-5408 229
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March 22, 2002 

Mr. Adam Heyward, PM #34 
Antimicrobials Branch 
US EPA 
Washington, DC 20460 

D 
DELTA 

ANALYTICAL 
CORPORATION 

re: Virkon S; EPA Reg. o. 62432-1; Data Submission 

Dear Adam: 

Enclosed please find the following data submitted in support of amendment of the Virkon S label 
to add an HIV claim: 

• Volumelofl 
10 Minute Inactivation of Human Immunodeficiency Virus Type 1 by Virkon S 

MRID# 45637101 

If you have any questions regarding this submission, please contact me as soon as possible. 

e Sincerely, 

• ~ &~Qg 
T. Jeffrey Jones. Agent 
Antee International Ltd. 

7910 Woodmont Avenue Sui o 1000 Be hesda, Mary and 20814 
(301) 652-5495 FAX (301) 652-5408 230
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Environmental Protection Agency 
Washington. DC .20460 

Regist. ration 
Amendment 
Other 

Application for Pesticide - Section I 

231218 

1 • C1i mpany/Product Number 

62432-1 

4. C<Jmpany/Product (NamoJ 
Vlrkon S 

2. EPA Product Mell8\}ar 

Adam Heyward 

PMI 
34 

I 3, Propo$ed Claasrfication 

~ None D Restricted 

5 . Naine and Address of Applicant /Include ZIP Ct,d•J 
Ante,J international Ltd . c/o Delta Analytlcal Corp. 
7910 Woodmont Ave., Suite 1000 

6. Expedited Reveiw. In accordance with FIFRA Section 3(c)(3) 
(bHil, my p,-oduct is similar or identical in composition and labeling 
to: 
EPA Reg. No. _6_24_3_2_·2 __________ ___ _ Beth1~sda, MD 20814 

Product Name 
Virkon 

Section - II 

Amendment - Explain bel<>w. 

Resot>mi.sion in response to Agency lotter dated ______ _ 

LJ 
D 
D Notifi<: atlon • Explain b~ow. 

Explanation: Uso additlon&J paga(s) if ooces.sary. (For saotion I •nd Section II .) 

Final printed labels in repsonsa to 
Agency lettar dated 
·Me Too~ Applfcetion. 

Other • Explain below . 

l enclment to add uses previously approved on Virkon label (EPA Reg. No. 62432-2); to add Greenhouse and Horticulture Usei; : to add Aquaoolture Uses; 
to add Emergency Response and On-site Cleanup uses; lo add HIV claim; and to update and relocate Firsl Aid language. 

Section - HI 
1. Mat'II _ _.;;:=---a=:----,,..----....c--------- --.-------------.,-------------------1 
Child·Rosistont Paciloging.-•··u .... ·• Packaging 

[~ vu a ves 
[.J No No 

i-..::==-------- - ----1,-::::=-.,_,---=..,:..-,i:;..,1E1--_1--:------l 
If -ves~ No. par 

2 . Type of Container 

Mellri 
PIHtio 
Glees 
Papa-r 

• C#lrtJ\~tion mU$I 
bt1 submitted 

Unit Peek.aging wgt. container Other {Specify) ______ _ 

~~,n of Not Contents Information 

lJ Ls!1•l lj Container 

6 .• nci• in Which Lebel Is Affixed to Product 

4. Slte(s) Ratail Conteirn,r 

fj- Lithograph 
Pa~r gluod 
Stencifed 

Section - IV 
1. Conta(,t Point {Comphtts items dirsctfy b.JQW for idllfltificstion of individulll to bs contectsd, if n11c11!U/lff'y, to proc•u thi$ #fP,/icati<'n.} -~-------
Nama 

Jeff Jones 
Ti11e 
Agent, An tee International Ltd . 

Telttphone No. (ln-c1ude Area Code) 

301 652 5495 

Certification 
I certify that the statem1tnts I havo msdo on this form aod ell attachments thereto •• tn.re, eccurete and compfete. 
l ec n.owledga that env know11oglly false or misleading stet&m111'1t may be puni•hellle by fine or imprlso,vnent or 
both undar applicaWo law. 

3 , Title 

Agent, Antee International Ltd . 

5. Date 

21 MARCH 2002 

6. Oare Applicadon 
Rec..,ived 

(Stamped~ 

----·-------------------------------------------------.. PA Form tHi70-1 IR.v. 3-94) Previous editlon1 are ob1olete. White· EPA FIie Copy (origin!IQ Yalow· Applc:;MC Copy 

• 
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Fouu J\ocrDved 0MB No. 2070-0060 

•• • • • • .,.. .... • • • ••• 
UNITED ST A TES ENVIRONMENTAL PROTECTION AGENC!f.. • • • 

~ - • • • --~ 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

••• • ••• • • 
Paperwork Reduction Act Notice: The public reporting. burden for this collection of information is estimated to ave10ge 1.25 hour• pe( ;~o~~f0: re~i.rration 
and 0.25 hours per resp,onse for rereg1Strat10n alld special review activities, including time for reading the instni~rw;•and oomple~he Jcess.al)i,~ .Send 
comments regarding burden estimate or any other aspect of this collection of information, lnciuding suggestions for reducing the burden to: Director, OPPE 
rntorrnation Management Division (2137), U.S. Environmental Proteciion Agency, 401 M Street, S.W., Washington. DC 20460. 
Do nol send the completed form to this address . 

Certification with Respect to Citation of Data 

AppUcant's/Re!:Jistrant's Name. Address, alld Telephone Number EPA Registration Number/file Symbol 
Antee lntemalional Ltd. c/o Delta Analtlcal Corporation; 301 652 5495 62432-1 

Active lnQr dientfs) and/or reoresentawe test comooundfsl Date 
potassium peroxymonosulfate; sodium chloride 22 March 2002 

General Use Paltern(s) (list all those claimed tor this product using 40 CFR Part 158) Product Name 
Indoor Virkon s 

NOTE: If your product ls a 100% repack.-ging of another purchased EPA-registered product labeled for all the same uses on your label, you do not need lo 
submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27). 

~ I am responding to a Data-Call-In Notice, and have included with this form a list of oompanies sent offers of compellSalion (the Data Matrix form should 
be used for this purpose} . 

• SECTION I: METHOD OF DATA SUPPORT (Check one method only) 

D I am using the crte-alf method of support, and have included with this form 

~ 
I am using the selective method of support (or cite-all option 

a list of companies sent offers of compensation (!he Data Matrix form undet the selective method}, and have included with tnis form a 
should be used for this purpose). completed list of dala requirements (the Data Matrix follTl must be 

used). 

SECTION ll: GENERAL OFFER TO PAY 

[Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more dala requirements] 

0 I hereby offer and agree to pay compellSation, to other persons, with regard to the approva I of this application, to the extent required by FIFRA. 

SECTION Ill: CERTIFICATION a I certify that this application for registration, this form for reregistration, or this Data.Call-In response Is supported by aU data submitted or cited in the 
tion for reglstfation, the form for reregistration, or the Data-Call-ln response. In addition, if lhe cite-all option or cite-all option under the selective mettiod is 

Indicated rn Section I, this application is supported by an data in the Agency's files that (1) concern lhe propertres or effects of this prodLtCt or an identical or 
substantially similar product. or one or more of the ingredients in this product; and (2) is a type of data that would be required lo be submitted under the data 

irements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or similar composition and 

I certify that for each exclusive use st1.1dy cited rn support of !his registration or reregistration, that I am the onglnal data submitter or that I have obtained 
the written permission of the original data submitter to cite that study. 

l certify that for each study cited In support of this registration or reregistration that Is not an exdusive use study, either; (a) I am the original data 
submitter; (b) I have obtained the permission of the origin a I data submitter to use !he study in support of this application: ( c} all periods of eligibility for 
compensation have expired for the study; (d) the srudy is in the public literature; or (e) l have nottfled in writing the company that submitted the study and have 
offered (I) to pay compensatron to the extent required by sections 3(c)(1 )(F) and/or 3(c)(2)(B) o FIFRA; and (i~ lo commence negotiations to dete,mine lhe 
amount and terms of compensatron, if any, to be paid for the use of the study. 

l certify that in a II 1nsta nces where an offer of compensatron is required, copies of aJI offers to pay compensation and evidence of their delivery in 
accordance with sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA are available and w1U be submitted to the Agency upon request. Should I fail to produce such 
evidence to the Agency upon request, I understand that the Agency may initiate action to deny, cancel or suspend the registration of my product In conformity with 
FJFRA 

t certify that tho statements I halfe made on this fonn and all attachments to it are true, acc.urate, and complete. I acknowfedge that any 
knowingly false or mis.leading statement may be punishable by fine or Imprisonment or both under applicable law. 

Signature ~ \_ ,~ - Date Typed or Printed Name and Title 
~\.:...>\ 22 MAR02 Jeff Jones, Agent, Antee International Ltd . 

EPA Form 8570-34 (9-97) Electronic and Paper versions available. Submit only Paper version . 
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~ - • • • • • •• • • • • Form Approved 0MB No. 2070-0060 ,,, ..... • •• ••• 

l ft "t UNITED STATES ENVIRONMENTAL PROTECTION AC,~C:Y • • • • ,s . 
401 M Street. S. W. .......... 

WASHINGTON, D.C. 20460 
••• • ••• • • 

• • • • • • • • • Paperwork Reduction Act Notice: Th@ public roporting burden fOT this collection of information is estimated to average 0,25 hours ~r lleSponse for r•gistratien actlritiaos a"'1 0.25 hours per response for 
reregistration and special review activities, including time for reading the Instructions and complet ing the neoessa,y forms. Send commt¥11s regardillQ %ileobu~~~ es11rria1t O:ar111 other aspect ofthls collection of 
informatioo, induding sugge sliorlS for reducing the burden lo: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington. DC 20460. Do not 
send the form to this address, 

DATA MATRIX 

Date 22 March 2002 EPA Reg NoJFile Symbol 62432-1 Page 1 of 3 

Applicant'S.IRegistrant's Name & Address Product 

Antee International Ltd. c/o Delta Analytical Corp., 7910 Woodm011 t Ave., Ste .1 000, Bothesda, MD 20814 Vitkon S 

Ingredient potassium peroxymonosulfate; sodium chlorid@ 

Guideline Reference Number Guideline study Name MRID Number Submitter Sta tus Note 

830-6302 Color see Note 1 A, H. Robins PER 2 

830-6303 Physical stato -Do- -Do- -Do- -Do-

830-6304 Odor -Do- -Do- -Do- -Do-

830-6314 Oxf<latron/Reduction -Do- -Do- -Do- -Do-

830-6315 Flammability/flame extension NIA 3 

830-6316 Explodability NIA 4 

830-7100 Viscosity NIA 5 

830-1650 Description of formulation process -Do- A, H. Robins -Do- -Do· 

830-1670 Discussion or formatlon or impurities -Do- -Do- -Do- -Do-

830-1800 Enforcement analytical method -Do- -Do- -Do- -Do-

830-6317 Storago stability ·DO- -Do· -Do- -Do-

830-6320 Corrosion characteristics -Do- -Do- -Do- -Do-

Signature ~60we:, Name and Title Date 

Jeff Jones, Agent, Antee International Ltd. 22 MAR02 

EPA Fosm 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency lntemal Use C<>py 
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..,,., ... , •• • • • • Foim ApprCYVed 0 MB No. 2070-0060 

UNITED STATES ENVIRONMENT AL PROTECTION Af~~4t ••• 
l£ l • • • • , .... ..,.~ 401 M Street, S. W. 

WASHINGTON, O.C. 20460 
••• • ••• • • . . . . .. .. - .. 

Pape,worfc Reduction Act Notice: The public reporting burden for this collection of infom,ation is estimated lo average 0.25 hours pet ~ ponselor r(i!j\stl'afiQ11-fcti~ a~'b.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comrtlp regarding l/113.buf~ esM\t~ ot w ~ other asped of this collection of 
infosmation , including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), US. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date 22 March 2002 EPA Reg No./File Symbol 62432-1 Page2 of 3 

Appllcan!'s/Registrant's Name & Address Product 

Antee lnterational Ltd , c/o Delta Analytical Corp., 7910 Woodmont Ave., Ste. 1000, Bethesda, MD 20814 Virkon S 

Ingredient potassium peroxymoosulfate: sodium chlofide 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

81-1 Acute oral toxicity 41057402 A. H. Robins PER 2 

81-2 Arote dormal toxicity 41057403 -Do- ·Do- ...00-

81-3 Acute Inhalation toxicity 41057404 -Do- -Do- -DO-

81-4 Primary skin lrriation 41057405 -Do- -Do- -DO-

81-4 Primary skin lrriation 41057406 ....l)o.. -Do- -DO-

81 -5 Prlmary eye irritation 41057407 -Do- -Do- -DO-

81-5 Primary eye irritation 41057408 -Do- -Do- -DO-

81-6 Skin sensitization 41057409 ·Do· ·Do- -DO· 

Signature 

~~ Name and Title Date 

Jeff Jones, Agent , Antee International Ltd. 22 MAR02 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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4"' ....... , •• • • • • Form Approved 0MB No. 2070--0060 

UNITED STATES ENVIRONMENTAL PROTECTION A4EN4't ••• (= ·~ • • • ••• • • _.,,, 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

••• • ••• • • . . ... . . .. .. 
Paperworlc Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours pa, .esponse'tor rQlfjst/Mign A~1~ a!ll"0.25 hours per response for 
reregistration and special review activities, including time f0t reading the instructions and compreting the necessary forms. Send comr11,r11s regardingllle.b~E/11 esti"18~ of i~ other aspect of this coHection of 
information, Including suggestions for reducing 1he burden to: Director, OPPE Information Management Di~ion (2137}. U.S. Environmentar Protection Agency, 401 M Street, S.W. , Washington. DC 20460. Do oot 
send the form to this address. 

DATAMATRlX 

Date 22 March 2002 EPA Reg No./Fire Symbol 62432-1 Page 3 of 3 

Applicant's/Registrant's Name & Address Product 

Antee lntemallonal Ltd. d o Delta Analytical Corporation 7910 Woodmont Ave. Sutite 1000 Bethees<fa, MO 20814 VirkOfl S 

Ingredient potassium peroxymonosulfale & sodium ehloode 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

91-2 Product Pertormance 41057410 A.H. Robins PER 2 

-DO- ·DO- 41057411 -00- -00- -00-

-DO- -DO· 41108301 -00- ·DO- -DO-

·DO- -DO- 4110a302 ·DO- -DO· -DO-

-DO- -00- 41259701 -DO- -DO- -DO-

-00- ·DO- 41259702 -DO- -DO· -DO-

-00- ·DO- to be assigned Antee lntomalional ltd. own 6 

Signature ~~ o-c~ S' Name and Title Date 

Jeff Jones, Agent, Antee International Ltd. 22MAR02 

EPA Form 8570-35 (9-97) Erectronic and Paper versions available . Submit only Paper version. Agency Internal Use Copy 
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DAT A MA TRIX NOTES 
Virkon S (EPA Reg. No. 62432-1) 
22 March 2002 

• e 
••• • • • • • • 

••• •• • • •• •· • •• • • ••• • 

• • • • • • • ••• 

• • • • • • • ••• • • • • 

••• • • • • • • • •• • • • • • • • • • • • • • • • • •• 

I. Neither A.H. Robins or Antee International are able to locate copies of the data previously submitted. Consequently both 
studies identified as addressing Product Chemistry requirements for the formulation in an NPIRS search are referenced for each 
data requirement. The MRID numbers for these studies are 4 209240 l and 41057401 . 

2. A letter from Timothy T. Slater of A.H. Robins Corporation gmnting Antee permission to cite this data is attached. 

3. Virkon Sis manufat:tured in powdered fonn. It is neither a combustible liquid or aerosol; flammability is not applicable. 

4. Virkon S contains no explosive ingredients. Explodability is not applicable. 

5. Virkon S is manufactured in powdered fonn. Viscosity is not applicable. 

6. Study titled '' IO Minute Inactivation of Buman Immunodeficiency Virus Type I by Virkon S'' submitted with current 
amendment package. 
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AMERICAN HOME PRODUCTS CORPORATION 
FIVE CIAALDA fAAMS, MADISON, Nl:W JERSE)' 07940 (973} 660-6S35, FAX (973) 660.71 76 

••• • • • • •• 
•••• • • •••• 

••••• • • • ••••• • •• • • • 
• • • • Ms. Liddl ~ Propst, Chief ...... ~· . 
• Product "egj,ltn,tion Branch, SRRD 
:.:.dffice of Pesticide Programs 

A US Environmental Protectio:o Agency 
W, Washi~aJ)C. 20460 

• • • • • 
• Dear Ms. Propst: 

January 17, 2001 
TIMOTHY T. Sl.A TEJt 

ASSOCIATE GENERAL COUNSEL 

A. H. Robins Company {"Robins") is a subsidiasy of Amerjcan Home Products Corporation and J 
am counsel to and Msist.ant Secretary of Robins. In those capacities I am \\lriting on behalf of Robins to 

grant Antee International Ltd., Chilton Industrial Estate, Sudbury, Suffolk C010 6XD, England 

pennission to cite data listed in Attachment I presently owned by Robins. I undemand this data will be 

cited in support of reregistration ofVirkon S (EPA Reg. No. 62432-1) and Virkon (EPA Reg. No. 62432-

2). 

As the original regjst:rant ofVirkon S (EPA Reg. No. 77S-91), Robins submjtted extensive data. in 

support of its registration. The registration itself wQS officially transf~ to Antee Intemational in 1992. 
- At that time, the intent was to transfer data rights as wel~ but I understand that has not been-formally 

accomplished. Robins will be submitting t.he appropriate documents to accomplish that objective shortly . 

• In the interim, Robins grants Antee permission to cite aU Virl<on S data presently owned by 

Robins. 

If you have any questions regarding this matter, please oontact me. 

Very truly yours. 

cc: Jeff JOI1es, Delta Analytical Corporation 

20/20" d 9ll: l 099 £l6 
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SYMSOL 

SURNAME 

OAT£ 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
UNITED STATE~~~~OH AGENCY 

AUG - 1 2"C 

Mr. T. Jeffrey Jones 
Delta Analytical Corporation 
Agent for Antee International Ltd. 
7910 Woodmont Avenue, Suite 1000 
Bethesda, MD 20814 

Subject: Virkon S 
EPA Registration No. 62432-1 
Application Dated June 17, 2002 

Dear Mr. Jones: 

OFFICE OF 
PREVENTION, PESTICIDES 

A.ND TOXIC SUBSTANCES 

The following amendment, submitted in connection with registration under the 
Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended, is acceptable 
with the following comments: 

Proposed Amendment 

• Revised Labeling to incorporate changes made by notification 

General Comments 

1. Revise the statement, "For Use in Emergency Disease Control (OPn" to read 
similar to the following: 

"For use in the control of animal health pathogens listed on the label and 
emergency disease out break" 

2. Please explain meaning of the abbreviation "OPT". I assume it means 
"optional". 

A stamped copy of the accepted labeling is enclosed. Submit three (3) copies of 
your final printed labeling before distributing or selling the product bearing the revised 
labeling . 

C:OHCURRIENCU 

············•····. ..... .. ........ ................. ................. .................. ............ ....... ................. .. ............... . 
................................... ········•·•······· ·•·············· .................. ................... . .... -.......... . ................ . 
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If you have any questions concerning this letter, please contact me at 
(703) 308-6422 or Renae Whitaker at (703) 308-7003. 

Enclosure 

Sincerely, 

dam Heyward 
Product Manager (34) 
Regulatory Management Branch II 
Antimicrobials Division (7510C) 
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VirkOJ¼i S 
BROAD SPECTRUM D1S1NFECTANT 

For Use in Cleaning and Disinfecting Industrial, Animal and Agricultural acilities (OPT.) 

Effective against Viruses 
(including CANJNE P ARVOVIRUS) • Bacteria • Fungi 

or use in Cleaning anc! Disinfecting Institutional, Food Processing, and Service Facilitie 
· ncluding food handling and food preparation areas of restaurfjlnts and food processing plants, 
1Storcs, factories, schools, hotels offices shi s. lanes, trans rtati )11 terminals, m nnatkct and 
ood warehouses. OP1 

for ~se ~n f~errency Res pons~ an9,?n.1s} te Cl~up (em¢r_gcpcy .response calls, c~m~ '@ne 
traffic aco1dents,1 fifes, flood, nau..i.taf!l.filcl other disasters) e.~. c~ • trucks, ambulances;~ 
imilar cmergtncy apparatus, tires, wh,eels, floors, ,valls, ceilings, paved surfaces; and equiP,rnent 
uch as SCBA, coats, boots hats, asks, gloves, axes. faws of IJ.ife and similar eme'"'r" _e,_.....,, 

ui meut. OPT. 

ACTlVE INGREDIENTS: 
Potassium peroxymonosulfate .. . . ....... . .. . ....... ... .... . 20.4% 
Sodium Chloride ........ . .. .. ...... .. . .... . .. . .. . .. . .. .. .. ... . 1.5% 
OTIIER INGREDIENTS ............ ... . ... ..... ..... . ... .. . 78.1% 
TOTAL ... .. ....... .... .. ..... . .. . .. .. . ...... . . .... ..... .. .. . .. 100.00% 

Equivalent to 9.75% Available Chlorine 

KEEP OUT 01:. REACH OF CHILDRE 
DANGER 

•••• •• • • . • • 
•••••• • • •• 
••••• • • ••••• 

See [Back] [Side] Panel[s] [lnside Booklet] for Additional Precautions 

.ltJ~JtTED 
wtth COMMENTS 

. · EPA;etter Dated: 
AUG - 1 2002 

Under the ~eraJ !ntectidde 
f\mgfdde. and Rodenricide Act as 
amended, tor tl\ePesticide 
registered under EPAReg. No. fv / f/-J 2- / 

• ••• • • •• 
• 

• • ••••• • 
•• • • • •• • 

• 
• •• • • • ••• 

•• • • • • •• 

• • 

• 

• 

• 
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Front Panel Con6nuecl 

FIRST AID 

Have the product container or label with yon when calling a poison control center or doctor, or going 
for treatment. 

lf Swallowed: 
• Call Poison Control Center or doctor immediately for treatment advice. 

• Have Person sip a glass of water if able to swallow. 

• Do not induce vomiting unless told to do so by the poison control center or doctor 

• Do not give anything by mouth to an unconscious person 

lflohaled: 
• Move person to fresh air. 
• If person is not breathing, call 911 or an ambulance, then give artificial respiration, preferably 

mouth-to-mouth, if possible . 
• Call a Poison Control Center or doctor for further treatment advice. 
H in Eyes: 

• Hold eye open and rinse slowly and gently with water for 15-20 minutes. 

• Remove contact lenses, if present atler 5 minutes, then continue rinsing eye. 

• Call a Poison Control Center or doctor for further treatment advice. 

If on Skin: 

• Take off contaminated clothing. 

• Rinse skin immediately with plenty of water for lS-20 minutes. 

• Call a Poison Control Center or doctor for further treatment advic-0. 

Note to Physician: Probable mucosa! damage may contraindicate the use of gastric lavage. 

EPA Reg. No. 62432-1 

_ lbs. L)Net Weight 

Antee 
International 

L\iADl'RS TN BIOSECU.RJTY 

Manufactured By: 

ANTEC INTERNATIONAL LTD. 

EPA Esl No. 62432-EN-001 

Windham Road, Chllton Industrial Estates 
Sudbury Suffolk COlO 6XD, England 

Virko~ S is a registered trademark of and manufactured by Antee International Limited 
US Patent o. 4822512 
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L Comment: The list of claims (sites) under 'EFFECTIVE AGAINST may be placed in any order 
as long as each subheading and its contents remains intact.] 

EFFECTIVE AGAINST FOLLOWING ANIMAL HEAL TH l' A IBOGE S: 

EQUINE BACTERJA 
Clostridium perfringens 
Fistul<?us withers (Poll Evil) 
Taylorella equigenitalis 
Streptococcus equi (Strangles) 
Pseudomonas mallei 

(Glanders) 
Bordetella bronchiseptica 

EQUINE VIRUSES 
African Horse Sickness 
Equine Viral Arteritis 

[Pink Eye] 
Coital Ex.anthcrma 
Myeloencephalopathy 
Rhinopneumoniti s 
Equine Infectious Anemia 

(Swamp Fever) 
Equine papillomatosis 
Equine Contagious Abortion 
Adcnovirus Pneumonia 
Equine Influenza (The Cough) 

EQUINE FUNGI 
Trichophyton spp. 
(Ringworm) 
Trichophyton spp. 

(Mud Fever) 
Fusariurn monilifonne 

BOVINE BACTERIA 
Moraxella bovis 
Mycobacterium bovis 
Haemophilus somnus 

BOVINE VIRUSES 
Calf rota virus 
Infective Bovine 

Rhinotracheitis 

Bovine Adcnovirus Type 4 
Pscudorabies 
Foot & Mouth Disease 

BOVlNE FUNGI 
Fusarium monilifonne 

POULTRY BACTERIA 
Streptococcus pyogcnes 
Campylobacter pyloridis 
Klebsiella pneumoniae 
Escherichia coli 

almonclla typhimurium 
Salmonella choleraesuis 
Pseudomonas aeruginosa 
Staphylococcus aureus 
Staphylococcus epidennidis 
Mycoplasma gallisepticum 
Clostridium pcrfringens 
Bordetclla avium 

POULTRYVIRUS S 
Newcastle Disease 
Infectious Bronchitis 
Infectious Bursal Disease 
Avian Laryngotracheitis 
Avian Influenza 
Marck's Disease 
Egg Drop Syndrome 

Adenovirus 
Turkey Herpes Virus 
Duck Herpes Virus 
Duck Viral Enteritis 

POULTRY FUNGI 
Aspergillus flaVl1s 
Aspergillus furnigatus 
Candida albicans 

SWINE BACTERJA 
Bordetella bronchiseptica 
Pasteurella multocida 
Actinobacillus 

pleurnpncumonia 
Treponcrna hyodysenteriae 
Clostrid ium perfringens 
SWINE VIRUSES 
Hog Cholera 
Swine Influenza 
Porcine parvovirus 
Rotaviral diarrhea 
Vesicular stomatiti 
P eudorabies 
Porcine Reproductive and 

Respiratory Syndrome 
(PRRS) 

African Swine Fever 
Foot and Mouth Disease 

SWINEFUNGl 
Fusarium moniliforme 

COMP ANION ANIMAL 
BACTERIA 
Staphylococcus aureus 
Streptococcus pyogeoes 
Klebsiella pneumoniac 
Pseudomooas aeruginosa 

VIRUSE 
Canine Parvovirus 
Distemper 
Leptospira canicola 
Feline parvovirus 
Feline herpes 
Feline calicivirus 

FUNGI 
Microsporum canis 
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EFFECTIVE AGAIN T THE FOLLOWING HUMAN .HEALTH PATHOGENS 
Human Immuno-Dcficiency Viru::; (HIV). Streptococcus pyogencs,, Campylobaeter pyloridis. klebsiel a 

neumoniae,, Escherichia coli. Salmonella typhimurhim. SaJmoHi:~hf cho1cracsuis, J>seudomo 
erpgin s1:1, Sta ococcus a reus St n 1yfoc~cus epidermi~·s, and Candida lbicai, . 

PRECA TIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC 1IMALS 
DANGER 

Powder is corrosive. Causes skin bums and irreversible eye damage. Hannful if swallowed, absorbed 
through skin, or inhaled. Do not get in eyes, on skin, or on clothing. Wear protective clothing and rubber 
gloves. Avoid breathing dust. Wear goggles, face shield, or safety glasses. Wash thoroughly with soap and 
water after handling. Remove contaminated clothing and wash before reuse. Corrosin statement refers 
to powder only not in use solution. 

[Comment: The instructions under "DIRECTIONS FOR USE" may be placed in any order as long as they 
remain a continuous section 011 the label.] 

BROAD SPECTRUM DlSlNFECTANT 
V irko11.si is effective against numerous microorganisms affecting animals: viruses, gram positive and gram 
negative bacteria, fungi (molds and yeasts) and niycoplasma. Efficacy was determined in the presence of 
hard water and organic material. VirkoJ¼ S passes the AOAC germicidal and deter ent sanitizer test at a 
concentration of 0.5% (1:200) in the presence of 200 ppm hard water. pply a 05% :20 s ~ t1ob for 
. u ~e ·tmiU tl n 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in a manner inconsistent with its labeling 

GENERALINSTRUCTIO S-P ULTRY AND FARM PREMISES 

1. Remove all poultry or other animals and feeds from premises, trucks or other vehicles, coops, crates 
or other enclosures. 

2. Remove all litter droppings and manure from floors, walls and surfaces of barns pens. stalls, chutes 
and other facilities and fixtures occupied or traversed by poultry or other animals . 

3. Empty aU troughs, racks, and other feeding and watering appliances. 

4. Thoroughly clean all surfaces with soap or detergent and rinse with water. 

5. Saturate surfaces with the recommended disenfecting solution for a period of 10 minutes. 

6. Immerse all halters, ropes. and otl1er types of equipment used in handling and restraining animals, as 
well as forks, shovels, and scrapers used for removing litter and manure. 

7. Ventilate buildings, cars, boats, coops, and other closed spaces. Do not house poultry or livestock or 
employ equipment until treatment has been absorbed. set, or dried. 

8. Thorougbly scrub treated feed racks, mangers, troughs, automatic feeders, fountains, and watercrs 
with soap or detergent, and rinse with potable water before reuse. 
This powder formula is easily diluted for use in manual or machine operations. 

c:\clients\antec\Virkon S\Proposed Labels\Virkon S label 17 June 2002.wpd 244



• 

Page 5 

Virkon® S DILUTION CHART 
Fill contailler wit/1 desired amount of water and add Virkon ~ S powder to achieve recommended 
solution concentration. 

Quantity of Water 0.5% Sol11tio11 1% Solution 2% Solution 

I Quart 0.15 ounces 0.3 ounces 0.7 ounces 

l Gallon 0.65 ounce..s 1.3 ounces 2.7 ounces 

10 Gallo11s 6.7 ounces· 13.4 ounces 26. 7 ounces 

50Gallbns 33.4 ounces 66.8 ou11ces 133.5 ou,,ces 
l.Joz. naemudrrg swop i.1p1osiidtd. (rje,lJ· rig c,m, ,rovid~4 

Add [1.3 oz. (l scoop) ofVi1ko~ 8 [the eontc~ ofoae Vi:rkof¼ 8 paekct] t-0 enc gaUofl of 
'\'\Imm wate1. Solutions are stable for 7 days. Do not soak metal objects in Virko¾ S for long 
periods - l O minutes is maximum necessary contact time. One gallon of solution is sufficient to 
treat 135 sq. ft. 

POULTRY [PRODUCTION) [AND RATTTE PRODUCTION] 

[CONTROLS: Viruses of Newcastle Disease, Infectious Bronchitis Infectious Bursal Disease> 
Avian Laryngotracheitis) Marek's Disease, Egg Drop Syndrome, Avian Jnfluenz.a, Turkey Herpes 
Virus and Duck Viral Enteritis. fungi (molds and yeasts - Aspergillus flavus, Aspergillus 
fumigatus and Candida albicans. Bacteria - Streptococcus pyogcnes, Campylobacter pyloridis, 
Klebsiella pneumoniae, Escherichia coli, Salmonel1a typhirriurium, Salmonella chloeraesuis, 
Pseudomonas aeruginosa, Staphylococcus aureus, Staphylococcus epidermidis, Bordetella aviurn 
and Mycoplasma gallisepticum.] 

IIA TCHERIES: Virko~ S at 1 % solution can be used for cleaning and disinfecting hatchers, 
setters, evaporative coolers, humidifying systems, ceiling fans, chicken houses, transfer trucks, trays 
and plastic chick boxes (use 2% solution for Mycoplasma, Aspergillus flavus and Aspergillus 
fumigatus). 
Virko~ S at l-2% solution is recommended for use in fogging (wet misting) operations as a 
supplemental measure either before or after regular cleaning and disinfecting procedures. Fog (wet 
mist) until the area is moist using automatic foggers according to manufacturer's use directions. 

BROILER/BREEDER HOUSES: Follow General Instruction::; to remove poultry and preclean area 
to be treated. Spray floors and walls with Virko~ Sat 1 % solution. Thoroughly wash waterers and 
feeders \vith a I% solution ofVirkon® S (use 2% solution for Mycop]asma, Aspcrgillus flavus and 
Aspergillus fumigatus). After contact for 10 minutes, rinse with water. Do not house poultry or use 
equipment Wltil treatment has dried. 

FOR AIR SAN1TIZING: Use Virkon,ic.S at0.5-1 % solution, and fog until surfaces are moist Allow 
at least 2 hours before entering treated area. Rinse foggers and sprayers \vith water following use. 

PROCESSING PLANTS: Spray VirkonlB) S at 1 % solution to disinfect and clean walls, ceilings and 
floor . 
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S"'INE PRODUCTION 

(CONTROLS: Viruses ofHog Cholera, Swine influenza, Porcine Parvovirus, Pseudorabies, Porcine 
Reproductive and Respiratory Syndrome (PRRS), Rotoviral Diarrhea, African Swine Fever and Foot 
and Mouth Disease. Bacteria of Plcuropneumonia, Treponema hyodysenteriae, and Clostridium 
perfringens. Fungi: Fusarimn moniliforme.] 

Follow General Instructions to remove swine and prec)ean area to be treated. Virkon® S at 1 % 
solution is recommended for cleaning and disinfecting farrowing units, nurseries, .finisher 
houses, processing plants (u ea 2% solution for Mycoplasma, Aspergillus flavus and Aspcrgillus 
fumigatus), and agricultural production equipment such as trucks, waterproof foot\vear (such as 
rubber boots), and associated livestock equipment and instruments. 

Virkon® S at -1 % solution is recommended for use in fogging (wet misting) operations or as a 
supplemental measure either before or after regular cleaning and disinfecting procedures. Fog 
(wet mist) until the area is moist using automatic foggers according to manufacture's use 
directions. Rinse foggers and sprayers with water follO\,ving use . 

EQUINE PRODUCTION 

BROAD SPECTRUM EQUINE OISINFECTANT/DETERGANT/WASH FOR CLEANING 
AND DISINFECTING STABLES, EQUIPMt1NT AND AERIAL DISINFECTION 

[CONTROLS: Viruses of African Horse Sickness, Equfoe Viral Arteritis (Pink Eye), Coital 
Exantherma, Myelocncephalopathy, Rhinopneumonitis, Equine Contagious Abortion, Equine 
Papillomatosis, Equine Infectious anemia (Swamp Fever), Adenovirus Pneumonia, Equine 
Influenza (The Cough) and Rhinitis. Bacterial: Clostridia1 Diarrhea, Fistulous Withers (Poll 
Evil), Taylorella c.quigenitalis, Bordetella bronchiseptica, Streptococcus equi (Strangles) and 
Pseudomonas mallei (Glanders). Fungi: Dermatophytosis (Ringworm), Dermatophylosis (Mud 
Fever), and Fusarium moniliforme.] 

APPLICATIONS: For cleaning and disinfecting all surfaces, equipment, utensils and 
instruments in Veterinary practices , kennels, stables, catteries, etc. 

USES: 

Stables, Horse Boxes, Box Stalls, Tack ,Equipment, and Feed Rooms: Thoroughly clean and dry 
[dry clean] surfaces, then wash the area manually or with pressure washer with a 1% Virkon,g, S 
solution. Rinse with clean water. 
Blankets, Saddle Pads and Rugs: Shampoo by hand or spray lightly with a hand-sprayer and 
leave to dry. Shake or vacuum to remove residue. 
Aerial Spraying to control airborne diseases: Use a hand or knapsack sprayer with fme setting, or 
an automatic spraying system. Spray a 1 % VirkoD,z, S solution for 2-3 minutes twice daily , first 
thing in the morning and last thing at night. Rinse sprayers with water after use. 
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BOVTNE PRODUCTION 

[CONTROT ,S: Viruses of Calf rotavirus, Infectious Bovine Rhinotracheitis, Bovine Adenovirus 
Type 4 and Pseu<lorabics and Foot and Mouth Di ease; Bacteria of Marax.ella bovis, 
Haemophilus somnus and Mycobacterium bovis; Fungi of Fusarium moniJiforme.] 

Follow .General Instructions to remove I ivestock and preclean area to be treated. A 1 % solution . 
ofVirkol¼ Sis recommended to clean and disinfect areas associated ,vith bovine housing 
stabling, hospital quarantine pens, feedlot facilities, and agricultural production equipment such 
as trucks, water-proof footwear (such as rubber boots), and associated livestock equipment and 
instruments. 

COMPANION ANIMALS 

[CONTROLS: Viruses Canine Parvovirus Distemper Leptospira canicola, Feline parvovirus, 
Feline herpes and Feline calicivirus. Bacteria of taphylococcus aurcus, Streptococcus pyogencs, 
Klebsiella pneumoniae and Pseudomonas aeruginosa; Fungi of Microsporum canis.] 

[APPLICATIONS] A 1% solution ofVirkOJ¼: Sis recommended as a' one step" cleaning and 
disinfecting procedure for all surfaces, equipment~ instruments, utensils and cages [ caging 
systems]within [associated with]Veterinary Medical Hospitals, infections disease wards, 
quarantine areas, Humane Society facilities, laboratory animal quarters grooming and boarding 
facilities, kennels, catteries and animal transportation vehicles. 

Do not immerse metal objects in Virko~ S for long periods - IO minutes is maximum contact 
time. 

GREil H 

irkPDoo is jntendcd to disinfect inanimate environmental ,.$Orfooes, glasshouse strtictures' 
quipment, utensils, trays, container~. and vehicles in greenhouses and other horticultur 
~ttings prior to introduction or reintroduction of plants, seeds. or soil. ft is not intended t 

tlirectly affect agricultural production and must not be applied to J)'lants, . ceds. or soil. T 
neccssal)', remove or cover these items prior to use oftheprbduet. 

Virko~ S may also be used to disinfect irrigation tanks and Jtnes. Run a I% solution through 
the system or soak equipment in a I% solution. Let stand for ten minutes and flush sxstem wi.t 
·lean wate,t' fter treatment 
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wet mist) until the area is moist using automatic foggcrs according to manufacturc's lL<JO 

irections. Rins fo_ggers ands . rayer:; :with water followin 

EMERGENCY DISEASE CONTROL {ANIMAL HEALTH 

A 1 % solution of Virkon~ S is recommended to clean and disinfect agricultural facilities and 
equipment, military facilities and equipment; airport facilities and equipment, port facilities and 
equipment, rail facilities and equipment, quarantine facilities and equipment, slaughter facilities 
and equipment, and other shipping facilities and equipment where animals or soils suspected of 
harboring foot and mouth disease virus might have been prnviously present. 

9 Within these facilities, treated objects include but are not limited to veruclcs, farm equipment 
(including tractors, ploughing shares, cars and trucks, farm engines, harvesters, loaders, mowers, 
tillers and slaughter machine!)'), military equipment (including tanks and troop carriers), and 
shipping equipment (pallets, bins, and containers). 

Spray VirkoD,g S at 1 % solution to disinfect and clean walls, ceilings, floors, decks1 container 
surfaces, vehicles, wheels, water proof footwear (such as rubber boots), livestock equipment, 
utensils and instruments. 

Do not immerse metal objects in Virkon<tt, S for long periods - IO minutes is maximum contact 
time. 
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JJONAL, FOOD PROCESSING, AND SER.VICE FACILITIES 
HUMAN HEAL TH) 

V{ith Virkon~ S only one product is needed to clean and disinfect all surfaces . 

STORAGE AND DISPOSAL 
STORAGE: Store in a cool, dry place in tightly closed container away from children. Always 
replace lid after use. 

DISPOSAL: Wash empty container thoroughly and di~11os~ in trash. Do not mix this product 
"vith othebr chemicals 
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June 17, 2002 

Mr. Adam Heyward, PM #34 
Antimicrobials Branch 

SEPA 
Washington, DC 20460 

6 
DELTA 

ANALYTICAL 
OORPORATION 

Subject: Virkon S; EPA Reg. No. 62432-1; Revised Amendment 

Dear Adam: 

Following up on our telephone conversation today, ram submitting a revised label in conjunction 
with an amendment proposal J originally submitted on March 21 2002. After that amendment 
was submitled, I submitted a notification to correct typographical and printing errors on April 19, 
2002. As I mentioned at the time, I viewed Uus notification as unnece sary, but at least one state 
took a contra')' position. You accepted this notification by letter date May 8, 2002. The revised 
label l am submitting today incorporates the changes made by notification into our earlier 
substantive amendment proposal. 

This submission includes: 

• Application for Pesticide Registration (EPA Form 8570- l) 
• Revised Product Label (5 copies w'ith proposed changes highlighted) 

The substantive changes in the label arc highlighted and I'm also attaching a one-page summary 
of the changes that were earlier accepted by notification . 

Let me kno\v if you have any questions regarding this submission or ifl need to supply additional 
information. Thanks for your assistance. 

Sincerely, 

T. Jeffrey Jones, Agent 
Ante.c International Ltd. 
Enclosures 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

7910 Wc'Odmont Avenuo Suite 1000 Bethe~da, M ryland 20814 
(30 ) 652-5495 F J\X (301) 652-5408 

•••• • • •••• 
•••• • • • •• • 

• 
• • •••••• • 
••• • • • ••• 

• 
• ••• • • •••• 

•• • • • • • •• 
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• SUMMARY OF TYPOGRAPlflCAL CHANGES TO THE VffiKON-S LABEL 

e 

• 

e 
e 

APRIL 17, 2002 

1. Add the following text in Signal Word section: [Inside Booklet] 

2. The phrase "Effective against Viruses {Including CANINE PARVOVIRUS) • Bacteria • 
Fungi'' adapted from page 2 of the label has been added to the front panel 

3. Addition of the following manufacturer information. 

4. 

ANTEC 
INTERNATIONAL 
LEADERS IN BlOSEClTRJTY 

Manufactured By: 

Comment to appear on EPA stamped label clarifying order of Claims placement. 

(Comment: The list of claims (sites) under "EFFECTIVE AGAINST" may be placed in any 
order as long as each subheading and its contents remains intact.] 

5. Addition of brackets under Equine Viruses: [Pink Eye] 

6. Comment to appear on EPA stamped label clarifying order of Directions for Use placement. 

[Comment: The instructions under ''DIRECTIONS FOR USE'' may be placed in any order as 
long as they remain a continuous section on the label.] 

7. 

8. 

9. 

10. 

11. 

12. 

13. 

14. 

Deletion of column header words: "Amount of Powder for" 

Deletion of column header words: "Amount of Powder for'' 

Addition of brackets and word: [PRODUCTION] 

Addition of brackets under "POULTRY" section. 

Addition of brackets under "SWINE'1 section. 

Addition of brackets under "EQUINE" section 

Deletion of brackets under "POUL TRY, SWINE, & EQUINE" sections. 

Correct spelling of waterproof under the "SWINE'' section. 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 
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form. 

United States 

Environmental Protection Agency 
Washington, DC 20460 

Registration 
Amendment 
Other 

Ap lication for Pesticide - Section I 

OPP Identifier Number 

'23 I 2 3 7 

1. Ce>mpany/P1oduct Numbar 

62432-1 

4. Company/Product (N11m11) 

Virkon S 

2. EPA Product M11nager 

Adam Heyward 

PMI 
34 

3. Proposed Cl11nifie~11ion 

[J None D Restricted 

5. Name and Address of Applicant (lnclud, ZIP Cad,J 
Antee International Ltd. c/o Delta Analytical Corp. 
7910 Woodmont Ave., Suite 1000 

6. Expedited Reveiw. In accordance with FIFRA Se<:tion 3(c)(3) 
(blUl. my product is similar or identical in composition and labeling 

Bethesda, MO 20814 to: 62432-2 EPA Reg. No. _ _ ___ _ _ ___ _ _ ___ _ 

D Cf,r,clc if thi$ is a n,w addrt1ss Product Name 
Virkon 

]K I Amendmont - ElCplain below. 

c.&submiasion in responH to Aganoy letter datod 

IT Notification · Explain below. 

Section - II 

LJ 
D 
D 

nation: Use edditlonal page(s) if necessary. ffor section I and Soction II.) 

Final printed labels in reptonse to 
Agency letter datod 
"Me Too" Application. 

Other - Explain below. 

Substitution of proposed label incorporating changes made by olification. Original amendment submitted March 22, 2002. 

Child•Re-sist11nt Packaging 

O ves 
O No 

• Amcation mu&t 
be Ybmitttld 

Unit Packaging 

a::s 
If ·ves· 
Unit P110kaging wgt . 

11tlon of Net Contents Information 

Label LJ Conl*ner 

6. Manner in Which Label is Affixed to Product 

No. pe, 
conteinor 

Section - Ill 

4. Sizo(s) Retail Container 

lJ Lithograph 
Papo, gluod 
Stencirod 

Section - IV 

0 Other 

2. Type of Container 

Motel 
Pl111tic 
Glass 

• • 1. Contact Point (Compl,ttJ items dir,ct/y below for identrncatian of individlllll to b, contacted, ff n9Cessary, to proc,$/J this apptlie•lion.J 

Name Title •••• Telephone No. (lticluda Area Coda) 
301 652 54!15 • Jeff Jones Agent. Antee International Ltd. • • • • • • 

Certification • • 
•••••• I certify that tho 11tatements I h11ve made on this form and all attachments thereto are true, accurate and complete. 

t acknowlodgo that any knowlinglly false or misleading statement may be punishable by fine or Imprisonment 01• 
both under applicable law. • • : • • • 

~ ~ 3 . Title 

(.Y~ ~ -- --- --1--A-g_e_n_1._A_n_t_ec_1n_t_em_a_ti_o_na_1_L_td_. _ ___ __ ---i 

4 . Typad Name 

Jeff Jones 

£PA Form 8670-'\ IRev. 3-94) Previous editions aro obsolete. 

5. Date 

17 June 2002 

White • EPA F1le Copy longlnaO 

S: ~~ tppijoetion 
• R~elved 
• •• 

• .,, "tftamped) 

• 
•••• • • •••• 

•• • • • • • •• 

YeAow • Appkam Copy 
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-- ------ - - - ------ --- ---- -----

-SUBMlSS~ON BAR CODE ~sJ~J t/981 . REVIEWER~. u)b d-a~ 
" ' • . I 

~~~~.L.!!i:~~....:x.::~0~.-~~~F~LAIAr~;m~!-~~=,~~~~~~~~~~~~~STPJI.T!ON/}.MENDMENTS 

-

. PM--3..£ ACTIO~ CODE 3,32._ 

"[ ) • CHILD. Rt°SISTANr 'PACKAG'lNG'!' ·(· l CERTfnCATIQH-- . • 
[ ] NON-R£SIDENTIAL OSE ONLY 
[ ] NOT APPLICAB.LE 

. 
REGISTRATION TYPE: ( ·] COND1TIONAL [ J UNCONDITIONAii 

PROPOSED "CLASSIFICATION: 
. • 

( ] GENERAL ( ] RESTRICTED USS 
•• '1' • 

• 

. . . OATB·ON .APPblCAT-ION 

. f . I/ (_1/o [o :a. I. 
EPA RECEIVE O~TE- ""?H'RECEI~:DA!J!&-

1 ... ;? 1 ~~ 1°2- J. f i: 13d I 0..2..1. . 
:= 

. .1..-1'fE'I'H8ir-~..sgppqR.!l'-:-
, . 

t 

.,. --·- ~ 
-~:.~ ... 

; • 

.. . [ · ) ClTE-JH,L • -i. ... __ .. ··-

[ J. .. ..SEl,E..C:I:.t.VE..:. 
[ .J· NOT, SUBMi TTEO 
( ) NOT" AYPLI CAB Lr· 

: · [ f lNCOAAECT /RES~ 
... · ·-.. • • • . .. . . 

- ~17'! (S) ~!~P-·_ DAT.A 
·pACJC· t 

O).TE 
SE?ff-

DUE DATE -
Oh~·· . -~. ,...·-------------------

e · 
CHEMISTRY 

EFFICACY 

TOXICOLOGY 

. • HED TOX.,, 

ENVIRON.· FATE 

Fl SH/WILDLIFE. 

OTHER. _ _..;_ ____ _ • • 

- .. .. . 

·. . 
" 

• • .' ,1.· 

STATt:lS_....;... __________________ =-----
. "' ~ .. 

. -~.!SPONS:: O~.'!'S 
MAY ·-. 8 20!"\? 

. . . . 
.. : 

.. . . . -
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UNITED STATES E1''VIR0NMENTAL PROTECTION AGENCY 
W ASlllNGTO.i. , DC 20460 

MAY -8 2002 

Mr. Jeff Jones, Agent for 
Antee International Ltd . 
c/o Delta Analytical Corp. 
7910 Woodmont Avenue, Suite 1000 
Bethesda, MD 20814 

OFFICE OF 
PREVENTION, PESTICIDES 

AND TOX I C SUBSTANCES 

e Subject: Notification in Accordance with PR Notice 98-10 
Virkon S 

• 

e 

• 

EPA Registration Number 62432-1 
Application dated April 19, 2002 

Dear Mr. Jones: 

This will acknowledge receipt of your notification, submitted under the provisions of 
PR Notice 98-10, FIFRA section 3 (c) 9. 

Proposed Notification: 

- Correction of typographical and printing errors. 

General Comment: 

Based on a review of the material submitted, the following comment apply . 

A copy of the notification has been inserted in your file for future reference. 

Should you have any questions concerning this letter, please contact me at 
(703) 308-6422 or Renae Whitaker at (703) 308-7003. 

Sincerely, 

~dam Heyward 
Product Manager 34 
Regulatory Management Branch II 
Antimicrobials Division (7510C) 
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VIRKON-S ® 

BROAD SPECTRUM DISINFECTANT 

For Use in Cleaning and Disinfecting Industrial, Animal and Agricultural Facilitie 

. .ftectivc against Viruses 
. eluding CAN NE PARVOVlRUS) • Bacteria • fun . 

ACTIVE INGREDIENTS: 
Potassium peroxymonosulfatc ... . ...... . ............ . .. .. . . 
Sodium Chloride ... ...... .... . ... . .. ..... . . .... .. ..... .. ..... . 
INERT INGREDIENTS ... .... .. . . ... .... .. . ... . .. .. . . .... . 
TOTAL .... .. .... ....... ....... ... ...... ... ...... ... ....... . .. . 

Equivalent to 9.75% Available Chlorine 

20.4% 
1.5% 

78. 1% 
100.00% 

K EP OUT OF REACH OF CHILDREN 

DANGER 

Se [Back; [Side] Panel[s] Llnside Bookletj for Additional Precautions 

_ lbs. L) Net Weight 

~PA Reg. No. 62432-1 EPA Est. No. 62432-EN-001 

lanufactured By; 

ANTEC INTERNATIONAL LTD. 
Windham Road, Chilton Industrial Estate 

Sudbury, Suffolk, UK 
C0102XD 

•••••• • • • • • 
, ..... 

• • •• .... 
• • ' . •• 

•••• • • •••• 
•••• • •••• 
• 

•• • • • • • •• 
• ••• • " • •• • 

• 
•••• • • ·~·· •• • • • • • •• 

VIRKON S is a regi stered trademark of and manufactured by Antee International Limited 
US Patent No. 4822512 
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EFFECTIVE AGAINST: 
EQUINE BACTERIA BOVINE FUNGI SWJNE BACTERIA 

Clostridium perfringens F usarium monil iforme Bordetella bronchiseptica 

Fistulous withers (Poll Evil) Pasteurella multocida 

Taylorella equigenitalis POULTRY BACTERIA Actinobacillus 

Streptococcus equi (Strangles) Streptococcus pyogenes pleuropneumonia 

Pseudomonas mat lei Campylobacter pyloridis Treponema hyodysenteriae 

(Glanders) K1ebsiella pneumoniae Clostridium perfringens 

Bordetella bronchiseptica Esch~richia coli 
Salmonella typhimurium SWINE VIRUSES 

EQUINE VIRUSES Salmonella choleracsuis Hog Cholera 

African 1 lorse Sickness Pseudomonas aeruginosa Swine Influenza 

E uine Viral Artcritis Staphylococcus aurcus Porcine parvovirus 

e PinkEy Staphylococcus epidermidis Rotaviral diarrhea 

Coital Exantherma · Myeoplasroa gallisepticum Vesicular stomatitis 

• Myeloencephalopathy Clostridium perfringcns Pseudorabies 

Rhinopneumonitis Bordetella avium Porcine Reproductive and 

Equine Infectious Anemia Respiratory Syndrome 

(Swamp Fever) POULTRY VIRUSES (PRRS) 

Equine papillomatosis Newcastle Disease African Swine Fever 

Equine Co_ntagious Abortion Infectious Bronchitis Foot and Mouth Disease 

Adenovirus Pneumonia Infe.ctious Bursal Disease 
Equine Influenza (The Cough) Avian Lruyngotracheitis SWINE FUNGI 

Avian Influenza Fusarium moniliforme 

EQUINE FUNGI Marek' s Disease 
Trichophyton spp. Egg Drop Syndrome COMPANION ANIMALS 

(Ringworm) Adenovirus BACTERIA 

e Trichophyton spp. Turkey Herpes Virus Staphylococcus aureus 

(Mud Fever) Duck Herpes Virus Streptococcus pyogcncs 

• Fusarium moniliforme Duck Viral Enteritis Klebsiella pneumoruae 
Pseudomonas acruginosa 

BOVINE BACTERIA POULTRY FUNGI 
Moraxella bovis Aspcrgillus flavus VIRUSES 
Mycobactcrium bovis Aspcrgillus fumigatus Canine Parvovirus 
Haemophilus somnus Candida albicans Distemper 

Lcptospira canicola 

BOVINE VIRUSES Feline parvovirus 

Calf rotavirus Feline herpes 

Infective Bovine Feline calicivirus 
Rhinotracheitis 

Bovine Adenovirus Type 4 FUNGI 
Pseudorabies Microsporum canis 
Foot & Mouth Disease 

c;\clients\antec\Virkon S\proposed label 22 Al'R 02.wpd 
256



' 

e 
• 

e 
• 

[ ] indicates optional language 

PRECAUTIONARY STATE1\i1£NTS 
HAZARDS TO HUMA SAND DOMESTIC ANIMALS 

DANGER 

Page3 

Powder is corrosive. Causes skin bums and irreversible ·eye damage. I larmful if swallo,vcd, absorbed 
through skin. or inhaled. Do not get in eyes, on skin, or on clothing. Wear protective clothing and rubber 
gloves. Avoid breathing dust. Wear goggles, face shield, or safety glasses. Wash thoroughly with soap and 
water after handling. Remove contaminated clothing and wash before reuse. Corrosive statement refers to 
powder only not in use solution. 

FIRST AID 

JF IN EYES: Hold eyelids open and flush with a steady, gentle stream of water for 15 minutes. Get prompt 
medical attention. 

lF ON SKIN: Wash with plenty of soap and water. Get medical attention if irritation persists. 

If INHALED: If symptoms ofcoughing, choking, or wheezing are troublesome, remove to fresh air and seek 
medical aUention. 

lF SW ALLOWED: Drink promptly a large quantity of water. Avoid alcohol. Get immediate medical 
attention. 

NOTICE TO Pl lYSICIAN: Probable mucosal damage may contraindicate the use of gastric lavage. 

BROAD SPECTRUM DISINFECTANT 
VJR.KON-S is effective against numerous microorganisms affecting animals: viruses, gram positive and 
gram negative bacteria, fungi (molds and yeasts), and mycoplasma. Efficacy was detennined in the presence 
of hard water and organic material. Vm.KON-S passes the AOAC germicidal and detergent sanitizer test at 
a concentration of 0.5% ( l :200) in the presence of 200 ppm hard water. 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in a manner inconsistent with its labeling 

General Instructions-Poultry and Fann Premises 

1. Remove all poultry or other animals and feeds from premises, trucks or other vehicles, coops, 
crates or other enclosures. 

2. Remove all litter droppings and manure from floors, walls and surfaces of barns pens, stalls, 

chutes and other facilities and fixtures occupied or traversed by poultry or other animals. 

3. Empty all troughs, racks, and other feeding and watering appliances. 

4. Thoroughly clean all surfaces with soap or detergent and rinse vvith water. 
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5. Saturate surfaces with the recommended disenfecting solution for a period of 10 minutes. 

6. Immerse all halters, ropes, and other types of equipment used in handling and restraining 
animals, as well as forks, shoveis, and scrapers used for removing litter and manure. 

7. Ventilate buildings, cars, boats, coops, and other closed spaces. Do not house poultry or 
livestock or employ equipment until treatment has been absorbed, set, or dried. 

8. Thoroughly scrub treated feed racks, mangers, troughs, automatic feeders, fountains, and 
waterers with soap or detergent, and rinse with potable water before reuse. 

This powder formula is easily diluted for use in manual or machine operations. 

VIRKON-S DILUTION CHART 
Fill container with desired amow,t of water and add VIRKON-S powder to achieve recommended 
solutio11 concentration . 

Quantity of Water tl,n;;,;;,u of Powderfo~ I% Solution 

l Quart 0.3 OUllCl!S 0.7 ounces 

1 Gallon 1.3 ounces 2.7cmnces 

IO Gallons 13.4 OllnUS 26.7 ou,ices 

50Galkms 66.8 ou11ce.,· 133.5 ounces 
1.3 oz. measuring scoop is provided. 

Add [1.3 oz. (1 scoop) ofVlRKON-S] [the contents of one VIRKON-S packet] to one gallon of 
warm water. Solutions are stable for 7 days. Do not soak metal objects in VIRKON-S for long 
periods - 10 minutes is maximum necessary contact time. One gallon of solution is sufficient to 
treat 135 sq. ft. 

POULTRY PROl)UCTION [AND RATITE PRODUC IO ] 

CONTROLS: Viruses ofNev.·castle Disease, Infectious Bronchitis, Infectious Bursal Disease, 
Avian Laryngotracheitis, Marck's Disease, Egg Drop Syndrome, Avian Influenza, Turkey Herpes 
Virus and Duck Viral Enteritis. Fungi (molds and yeasts - Aspergillus flavus, Aspergillus 
fumigatus and Candida albicans. Bacteria - Streptococcus pyogcnes, Campylobacter pyloridis, 
Klebsiella pneumoniae, Escherichia coli, Salmonella typhimurium, Salmonella chJocraesuis, 
Pseudomonas aeruginosa, Staphylococcus aureus, Staphylococcus epidennidis, Bordetella avium 
and Mycoplasma gallisepticum. J 

HATCHERIES: VlRKON-S at 1% solution can be used for cleaning and disinfecting hatchers~ 
setters, evaporative coolers, humidifying systems, ceiling fans, chicken houses, transfer trucks, trays, 
and plastic chick boxes (use 2% solution for Mycoplasma, Aspergillus flavus and Aspergillus 
fumigatus). VIRKON-S at 1-2% solution is recommended for use in fogging (wet misting) 
operations as a supplcrnental measure, either before or after regular cleaning ai1d disinfecting 

c:\clients\11.ntcc\Virkon S\proposed label 22 APR 02.wpd 258



e 

• 

e 

• 

[ ) indicates optional language 
Page 5 

procedures. Fog (wet mist) until the area 1s moist usmg automatic foggers according to 
manufacturer's use directions. 

BROJLER/BREEDERHOUSES: FollowGcneral Instructions above to remove poultry and preclean 
area to be treated. Spray floors and walls with VIRKON-S at 1 % solution. Thoroughly wash 
waterers and feeders with a 1% solution of VfRKON-S (use 2% solution for Mycoplasrna, 
Aspergillus flavus and Aspergillus fumigatus). After contact for 10 minutes, rinse with water. Do 
not house poultry or use equipment until treatment has dried. 

FOR AIR SANITIZING: Use VJRKON-S at 1-2% solution, and fog until surfaces are moist. Allow 
at least 2 hours before entering treated area. Rinse foggers and sprayers with water following use. 

PROCESSING PLANTS: Spray VIRKON-S at l % solution to disinfect and clean walls, ceilings 
and floors. 

SWINE [PRODUCTION] 

CONTROLS: Viruses otl-log Cholera, Swine influenza, Porcine Parvovi.rus, Pseudorabies, Porcine 
Reproductive and Respiratory Syndrome (PRRS), Rotoviral Diarrhea, African Swine Fever and Foot 
and Mouth Disease. Bacteria of Pleuropncurnonia, Treponema hyodysenteriae, and Clostridium 
perfringens. fungi: Fusarium moniliforme.~ 

Follow General Instructions above to remove swine and preclean area to be treated. VlRKON-S 
at 1 % solution is recommended for cleaning and disinfecting farrowing units, nurseries, finisher 
houses, processing plants (use a 2% solution for Mycoplasma, AsP._ergillus flavus and Aspergillus 
fumigatus), and agricultural production equipment such as trucks, i r0oj foot\vear (such as 
rubber boots), and associated livestock equipment and instruments. 

VIRKON-S at 1-2% solution is recommended for use in fogging (wet misting) operations or as a 
supplemental measure either before or after regular cleaning and disinfecting procedures. Fog 
(wet mist) until the area is moist using automatic foggcrs according to manufacture 's use 
directions. Rinse foggcrs and sprayers with water following use. 

EQUINE [PRODUCTIONJ 

BROAD SPECTRUM EQUINE DISINFECT ANT/DETERGANT/WASH FOR CLEANING 
AND DISINFECTING STABLES, EQUIPMENT, AND AER1AL DISINFECTION 

I CONTROLS 
Viruses of African Horse Sickness, Equine Viral Arteritis (Pink Eye), Coital Exanthenna, 
Myeloencephalopathy, Rhinopneumonitis, Equine Contagious Abortion, Equine Papillornatosis, 
Equine Infectious anemia (Swamp Fever), Adenovims Pneumonia, Equine lnfluenza (The 
Cough) and Rhinitis. Bacterial: Clostridial Diarrhea, Fistulous Withers (Poll Evil), Taylorella 
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equigenitalis, Bordetella bronchiseptica, Streptococcus equi (Strangles) and Pscudomonas mallei 
(Glanders) . Fungi: Dermatophytosis (Ringworm), Dennatophylosis (Mud Fever), and Fusarium 
moniliforme.] 

APPLICATIONS: For cleaning and disinfecting all surfaces, equipment, utensils and 
instruments in Veterinary practices, f; kennels, stables, catteries, ettj. 

USE : 

Stable , fIIorse Boxes,ifBox tStalls, Tack ,fEquipment,f-and Feed Rooms: Thoroughly clean 
and dry [ dry clean] surfaces, then wash the area manually or \.vith pressure washer with a 1 % 
VTRKON-S solution. Rinse with clean water. 
Blankets, fSaddle PadsHand] Rugs: Shampoo by hand or spray lightly with a hand-sprayer and 
leave to dry. Shake or vacuum to remove residue. 
Aerial Spraying to control airborne diseases: Use a hand for knapsackf sprayer with fine setting, 
or an automatic spraying system. Spray a l % VlRKON-S solution for 2-3 minutes mice daily [, 
first thing in the morning and last thing at night] . Rinse sprayers with water after use. 

BOVINE [PRODUCTION] 

CONTROL : Viruses of Calf rotavirus, Infectious Bovine Rhinotracheitis, Bovine Adenovirus 
Type 4 and Pseudorabics and Foot and Mouth Disease; Bacteria ofMaraxella bovis, 
Haemophilus somnus and Mycobacterium bovis; Fungi of Fusarium moniliforme. 1 

Follow General Instructions above to remove livestock and preclean area to be treated. A 1 % 
solution ofVIRKON- is recommended to clean and disinfect areas associated with bovine 
housing, fstablingt, hospital tquarantinc} pens, feedlot facilities, and agricultural production 
equipment such as trucks, water-proof footwear (such as rubber boots), and associated livestock 
equipment and instruments . 

COMP ANION ANIMALS 

CO TROLS: Viruses Canine Parvovirus, Distemper, Lcptospira canicola, Feline parvovirus, 
Feline herpes and Feline calicivirus. Bacteria of Staphylococcus aureus, Streptococcus pyogenes, 
Klebsiella pneumoniae, and Pseudomonas aeruginosa; Fungi of Microsporum canis.~ 

[APPLICATION :] A 1 % solution of VIRKON- is recommended as a "one step" cleaning and 
clisinfccting procedure for aJI surfaces, equipment, instruments, utensils and cages, fcaging 
systetru>iwithin [ associated with ]tVeterinary Medical Hospitals,Hinfections disease wards,t 
fquarantine areas,HHumane Society facilities,t[laboratory animal quarters,f grooming and 
boarding facilities, kennels, catteries and animal transportation vehicles. 

Do not immerse metal objects in VIRKON-S for long periods - 10 minutes is maximum contact 
time. 
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EMERGENCY DISEASE CONTROL 

CONTROLS: Foot and Mouse Disease Virus 

A 1 % solution ofVIRKON-S is re.commended to clean and disinfect agricultural facilities and 
equipment, military facilities and equipment; airport facilities and equipment, port facilities and 
equipment, rail facilities and equipment, quarantine facilities and equipment, slaughter facilities 
and equipment, and other shipping facilities and equipment where animals or soils suspected of 
harboring foot and mouth disease virus might have been previously present. 

Within these facilities, treated objects include but arc not limited to vehicles, farm equipment 
(including tractors, ploughing shares, cars and trucks, farm engines, harvesters, loaders, mowers, 
tillers and slaughter machinery), military equipment (including tanks and troop carriers) and 
shipping equipment (pallets, bins, and containers). 

Spray VIR.KON-S at l % solution to disinfect and clean walls, ceilings, floors, decks, container 
surfaces, vehicles, wheds, water proof footwear (such as rubber boots), livestock equipment, 
utensils and instruments. 

Do not immerse metal objects in VIRKON-S for long periods - 10 minutes is maximum contact 
time. 

STORAGE AND DISPOSAL 

STORAGE: Store in a cool dry place in tightly closed container away from children. Always 
replace lid after use. 

DISPOSAL: Wash empty container thoroughly and dispose in trash. Do not mix this product 
with other chemicals 

c;\clicots\antcc\Virkun S'4)roposed label 22 APR 02.wpd 
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Apri.1 19,. 2002 

Mr. Adan, Heyi.vard, PM #34 
Antimi crn hiats Branch 
US EPA 
\Vashington, DC 20460 

~ . 

DlELTA 
ANALYTICAL 

OORP()MTION 

Subject Virkon S~ EJ\i\ Reg. No. 62432-l; Notification of Correction of Typographical 
Errors 

Dear Adlam: 

Enc.l.osed p.lease find d1!e follo\ving documents punm.ant to a noti.fication ofdu3 correction of 
typographical errors on the Virkon S lahel 

• Application for Pesticide Regbtmtion (EPA Fom1 8570-1) 
• Proposed Product Label (5 copies with proposed changes highHghted) 
• Current Stamped Lahe l 

To expedite your review] have ~ttached a short summary of tTI.11.e proposed changes. 

Let me .know if you have arD.y questions regard.ing. this submission or if I need to supply additional 
information .. Thanks for your assistance . 

r. Jeffrey Jones, Agent 
Ankc Tntemationa.l. Uct 
Enclosures II! , ... . . . 

• • • ill!I • 

•• ill!I • •• 
ii! • 

•• 
"' ... ~ill• • • ·~ ... ~ ' 

7910 1Nocd1nont Avenue Suite 000 Bethesda, M-aryland 20814 
(301) 652-54 95 FAX (30 U 652-5408 

••11t11 

• • •••• 
... . . . 
• 1! .. 1 1!1i 

• 
• • II! 
!I II! • 

• •• 
" .. , .. 

111, • • 

••• 
• . ,~ .,, . 

•• • 
Ii !Ii • ·• ... 
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SUMMARY OF TYPOGRAPHICAL CHANGES TO THE VIRKON-S LAB L 
APRIL 17, 2002 

1. Add the follov,ring text in Signal Word section: llnside Booklet] 

2. The phrase "Effoctive against Viruses (Including CA.i~INE PARVOVIRUS) • Bacteria • 
Fungi" adapted from page 2 of the label has been added to the front panel 

3. Addition of the following manufacturer information. 

4. 

5. 

6. 

7. 

8. 

ANTEC 
INTERNA TlONAL 
LEADERS 1N DIOSJ:::CIJRITY 

Manufactured By: 

mment to ap 'ar on EPA tamped label clarifying order of )aims placement. 

[Comment: The list of claims (sites) under "EFFECTIVE AGAINST' may be placed in any 
order as long as each subheading and its contents remains intact.] 

Addition of brackets under Equine Viruses: [Pink Eye] 

Comment to appear on EPA slamped label clarifying order of Directions for Use placement. 

[Comment: The instructions under "DIRECTIO;'J .. FOR USE" may be placed in any order as 
long as they rt=main a continuous section on the label.l 

Deletion of column header words: ''Amount of Pov.'dcr for" 

Deletion of column header words: "Amount of PO\vder for" - 9. Addition of brackets and wor<l: [PROD CTI ON] 

Addition of brackets under "POULTRY" section. 

Addition of brackets under "S\VThTE" section. 

Addition of brackets under ''"EQUINE" section 

• l 0. 

11. 

12. 

13. 

14. 

Deletion of brackets under "POULTRY, SWINE, & EQUINE" sections. •••••• 

Corre.ct spelling of waterproof under the "S\VINE" section. 

• • • • • 
• ••••• • • •• 
••••• • • ••••• 

G:\antec\virkun S\cum:nt label\11otes Virkon S labd 22 APR 02.wpd 

•••• • • •••• 
•••• • •••• 
• 

• •• • • • • •• 
•••• • • • • • • 

• 
•••• • • •••• 

••• • • • • •• 
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&EPA 
fo . 

United States 

Environmental Protection Agency 
Wa,hingtoo, DC 20460 

F 

Registration 
Amendment 
Other 

Application for Pesticide - Section I 

OPf' Identifier Number 

, . Companv/Produot Number 

62432-1 
2. EPA Product Manager 

Adam Heyward 
3. Proposod Clessification 

4. Com,pany/Product (Name) 
Virkon S 

PMI 
34 

~ Noni, D Ro11tricted 

5. Name and Address of Applicant (Include ZIP Code) 
Antee International Ltd. c/o Delta Analytical Corp. 
7910 Woodmont Ave., Suite 1000 

6. Expedited Reveiw. In accordance with FIFRA Section 3(cl(3) 
(bllil, mv product is similar or identical in composition and labeling 
to: 

Bethesda, MD 20814 EPA Reg. No. ________________ _ 

D ChBCk if this is a nsw sddrs$S Product Name 

D 
Section - II 

Amendment · Explain below. 

esubmiesion In response to Agency letter datod ______ _ 

LJ 
D 
D Notification · Explein balow. 

ation; Use additional page(sl If necessary. (For section I and Section II.I 

Notification of correction of typographical and printing errors. 

Final printed labi,ls in repeonse to 
Agency letter dated 
-Me Too" Application. 

Other· Explain below. 

This notification is consistent with the provisions of PR No ·oe 98·10 and EPA regulations at 40 CFR 152.46, and no other changes have been made to the 
labeling or the conflden\lal statement of formula of this pro du ct. I understand that it is a vioallon of 18 USC Sec. 1001 to wlllfully make a y false ststement to 
EPA. I further understand that if this notification is not consistent with tt e terms of PR Notice 98-10 and 40 CFR 152.46, this product may be in violation of 
FIFRA and I may be subject to enforcement action and penalties under sect ons 12 and 14 of FIFRA." 

Child-Resistant Packaging 

Oves 
0No 

If •yes• No. per 

Section - Ill 

Water Soluble Packaging 

~ Yes 

2 . Type of Container 

~:;:c 
Glass 
P11per 

• ~tlon must 
beWmitttld 

Unit Packaging wgt, container Other (Specify) ______ _ 

tion of Net Contents Information 

Container 

6. Manrn,r in Which Label Is Affixed to Product 

4 , Sizel•l Retell Container 

DUthograph 
Paper glued 
Stencifed 

Section - IV 

D 

•••• 
1 . Contact Point {Complete itt1ms directly below for id,mtmcstion of individual to bs contsctt1d, if nsCtl$Sllf'/, to procus this sppl1"c:fkm.J 

·.-
Title Telephone Nc..~lnclude Area Code) Name 

Jeff Jones Agent, Antee International Ltd. • .301. 652 549i 
• • • 

Certification •••••• 
I certify that the statements I Mva made on this form arid all attachments thereto ore true, accurate end compMl,te. 
I acknowtedoa that any knowlinglly false or mii.leading statement may be punishable by fine or lmprisoMtW..ar. 
both under applicable law. • •: •. • 

4 . Typed Name 

Jeff Jones 

EPA Form 8570-1 (Rev. 3-941 Prellioua editions an obsolete. 

3. Title 

Agent, Antee International Ltd. 

6. Date 

19 April 02 

White - EPA File Copy {onglnel) 

S: °'•~ Applio•tion 
~li\iv.d 

• • • •• 4Stamped) 
• 

•••• • • •••• 
• •• • • • . . . 

Yellow • Appleam Copy 
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-.... •• _.., iMtructiom on reven1• t>.fo,. oom~,.., lnnn. 

United States 

&EPA Environmental Protection Agency 
Washington, DC 20460 

Form A 0MB No. 2070..0080. § Registration 
Amendment 
Other 

Application for Pesticide - Section I 

OPP Identifier Number 

25 ~Sc 

1. Company/Product Number 2. EPA Product Manager 3 . Proposed Classification 

4. Company/Product (Name) PMI 
DNooe D Restricted 

5. Name and Address of Applicant flnclt.rde ZIP Cod11J 6. Expedited Review. In accordance with FIFRA Section 3{c)(3) 
(b)(i), my product is similar or identical in composition and labeling 
to: 

EPA Reg. No. 

D Chsck if this is o new addrtJSS Product Name 

Section - II 

D Amendment - Explein below. D Final printed labels in response to 
Agency letter dated 

: Ro•ubmlHion in ,o•ponH to Agoney l•H" dolOd D "Me Too· Application. 

Notification - Explain below. D Other - Explain below. 

nation: Use additional pagels) if necessory. IFor section I and Section II .) 

Section - Ill 
1. Material Thi• Product wm Be Packaged In: 

Child-Resistant Packaglng Unit Packuglng Water Soluble Packaging 2. Type of Container 

aves· By" B Yes ~~~ No No 
Plastic 

No Glass 

1ication must 
If "Yes• No. per If •ves• No. per Paper 
Unit Packaging wgt. container Package wgt containe, Other {Specify) 

lxnitt9d 
I w ation of Net Content11 Information 4. Slze(s) Retail Container 5. Location of Label Directions 

Label D Container 
B On Label 

On Labeling accompanying product 

6. Manner in Whioh Lebel ia Affixed to Product - Lithograph D Other - Paper Ptlued 
Stenclcd 

Section - IV •••• 
1. Contact Point (Complete items directly below for id8fltificetlon of individuel to b" contoctod, if neces~ary, to procn.s this ap,ltiM&n.J 

Name Tltla Telephone ijq., !pclude Area Code) 

• •••• • . . .. 
• • • • • 

Certification ••• ••• 8% 0e1e. Application 
I oertlfy that the statements I have mede on this form and all attachments thereto are true, accurate and co~i.tl!, Received 

•••• 
I acknowlodge that any knowitigly false or misleading statement may ba punishable by fine or imprisomievt.4ir. • • •• istamped) 
both under applicable law. • • ····- • 

2. Signature 3. Title •••• • • •••• 
•• • • • • • •• 4. Typed Name 5. Date 

EPA Form 8670-1 (~v. 8-94t Pr9't'ious edition, ere obsolate. White • EPA Fie Copy (orfgll\ll) Yellow· Appllcant Copy 
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 

PAPERWORK REDUCTION ACT NOTICEj Public reporting burden for this collection of information is estimated to average 0 .85 hour per 
response, including tlme for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing and 
reviewing the collection of lnfom'lation . Sand comments regarding the burden estimate or any other asp~t of this collection of information, including 
sugga$1jon1 for reducing this burden, to Chief, Information Policy Branch, (2136), U.S. Environmental Protection Agency, 401 M Street, SW, 
Washington, DC 20460. 

INSTRUCTIONS; This form Is to be usod for all applications for new registration, end uH reregistration, amendment.. resubmission, to appUcations 
for notific.ation1, final printed labeling, reregistration, etc. In order to process an application for a new registration submitted on this form, the 
following material must accompany the application: 

1 . Certification with Respoct to Citation of Data IEPA Form 8570-29). llf not exempted by 40 CFR 152.81 tb) (4)1; 
2. Confidential Statement of Formula IEPA Form 8570-4); 
3 . Formuletor'a Exemption Statement (EPA Form 8570-27); 
4. Five copies of draft labeling; 
5. Three copies of any data submitted; 
6 . Authorization letter where applicable; 
7. Matrices where applicable . 

Submission of Labeling - Labeling should first be submitted in the form of draft l11bols with oil epplicationa for new registration. Such draft labels may be 
in the form of typed label text on 8 .5 x 11 inch paper for submission or o mockup of the proposed label. If prepared for moekup, it should be 
constructed in a way as to fecllitote storage in an 8 .5 x 11 Inch file. Mockup labels significantly smaller than 8.5 x 11 inches should be mounted on 8.5 
x 11 inch paper for submission. 
Submiulon of Dai. - Data submitted in support ot this application must ba submitted in accordance with PR Notice 88-5. e 
SPECIFIC INSTRUCTIONS: Please read the instJuctions listed below before completing this application. First determine the type of registration 
action, li:stad In Block A, for which you are submitting this application. For applications submittod in connection with New Registration actions, Se 
I, Ill, and IV must be completed by the applicant. For appllcations submitted In connection with amended reregistration actions, resubmi,sions, 
notifications, rer&gistrations, etc., Sections I, II, and IV must be completed by the applicant. 
Block A - Check the appropriate action for which you are submitting this form. 

SECTION 1- This section must be completed, as appliooble, for all registration actions. 
1. Company/Product Number · Insert your Company Number, if one has been assignad by EPA.. This number may have been assigned to you as a 

basic registrant, a distributor, or as an establlshment. If your product Is registered, insert the Product Number. 
2. EPA Product Manager - If known, fill in the name and PM numbsr of the EPA Product Manager. 
3. PropoHd Claaslflco1ion • Specify the proposed classification of this product. 
4. Product Name - Entor the complete product name of this pesticide as it will appear on the label. The name must ba specific to thie product only. 

Duplication of names is not p rmitted among producte of the same company. Do not include any brand name or company line designations. 
5. Name and Address of Applicant - Tho neme of the firm or person and address shown in your application is the parson or firm to whom the 

registration will be issued, If you are acting ln behalf of another party, you must submit authorization from thot party to act for them in registration 
matters. An applicant not residing in the United States must have an authori:ied agent residing in the United Statee to act for them in all 
registration mattere. The name and complete malling address of such an agent must eccompan~· this application. 

6. Exp•dited Review - FIFRA section 3 (cl 3 IB) pro\lldes for expedited review of applications for registration, or amendmente to existing registrations, 
that are eimilar or identical to other pesticide products that are currendy registered with the EPA.. In order for your application to be eligible f 
expedited review, you must provide us with the EPA Registration Number and product name of the product you balleve is similar to or ldentic 
your product. Ths product must be similar or identical in both formulation and labeled uses. 

SECTION II · Ths aection must be oompleted for all applications submitted to erMnd the registration only of• currently regl1tered product 
(Amendment), for a resubmission in response to an Agency letter, for notifications to the Agency, for the submission of final prlntad labeling, for 
reregistration and for any other 8Ction that pertains to a specific EPA·regi stered product. This eectlon is Jl!?! to M uasd fore new application for 
registration. 

• 
1. Subject of subml,sion • Check the applicable block and provide the Agency letter date if appropriate. Provide a brief explanation of the purpose(s) 

for the submis 0

Q uch es ·the addition of a site, pest ot crop {specify)•; ·amend the Confidential Statement of Formula by ... "; "reregistt&tion 
submission•; • label revision of use directions.• Attach a separate page if additional space is needed. 

SECTION Ill (P: c .. . ng and Container Information) - This Section must be completed for 1111 applications submitted in connection with new 
registration or applicl 1; 'amendments. 
1. Type of Peckagln•g - Check tG i'rZ,priata block if your product will be packaged in the indicated packaging typee. 

Indicate the si ot indivi ual p kets and number per retail container. 
2. Type of Retail tai r - lnfU1JI e of container in which product will be marketed. 
3. Loc.atlon of NetoCJcintant1 - In · te the location of the net contents information for your product. 
4. Slze(s) of Ret:il ~ ~Iner • S · , he net contents of all retail containers for your product. 
5. Location of U.e g1,actiona • T · • the location of tha use directions for your product. 
6. Manner In whi J I i4I afflxed to product · Indicated the method product label is attached to retell container. 

• • •••• 
SECTION IV (C ta<;tfoint) - This Section must be completed for all applications for Registr11tion actions, i.e., new products registration, 
re-submission, •me-,"cf, • f oregistration, etc. 

1-5. Self-explanatory. 
6. EPA Use Only. 
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DESCRIPTOR ~~,W,,Q,""4,,""",~~,{,-"'"""""1#-J',Uf.)~~i+J,,~~~~~~"-'-"-'~ 

r] . CHILD' RtslSTANT" 'PACKAG'IiqG'r · (· J. CERTt~CA'TIOlf-;-- . 
t l NON-RESIDENTIAL ose ONLY 
{ ] NOT APPLICABLE · . 

. 
JlSGISn.ATION TYPE: ( ] CONDITIONAL . · [ ] UNCONDITIONAl, 

. . 
PROPOSED t:L:MSIFICATION:. [ ] GENERAL [ J RESTRICTED USE e -· . . . 

. DATS · ON A.PPLICA4'ION . ·EPA R.EC&tVE DAT~ .. PH.-R.ECBI~ '.DAfl--

· ~ • .. [ . h t /Z-16 ~ t · . l -- 2i I ti b Z: l. 
• > • ...... • 

f .21 d) b~ \. .. .. · 
I 

' 
. ' 

--- ~.:eP-=SaPP~R4'-: 

. (· J . CITE·ALL' 
[ ) SELBCTIYE..:. 
[ .} 110T SUBMtTTED-
f l NOT':.AnLlCABLr· 
[ . f INCOR:RECT /WUB, 

. . . ·-
REJ."IE'W (S) ·~s.n:p_·_ ·- .DATA , • 

• I •• PACK' • 

•• 

[ l SUBM·ITTED • • 
[ ' ] ll()T. SUBHI;-nG,_.~ . .. 

. ( 1 NOT APPLIOI.Bt.E-
t J INCORllE<n" / usua · ·· · -~ 

• • • 
. ) . . . 

- .: . - . . oa:MISTRY 

EFFICACY' 

.... 

•• · TOXICOLOGY 

• 

. 
· BED TOX, 

. . 
!NVl~ON .. . F;.TE 
·,1siiiWILDLI FE,.._. __ _.... ____ ...,_ ___ ..,_ __ ---4 

•• OTHER _ _.,;... ____ _ 

STAT6S ________________________ _ 
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.. _ ...... 
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SURNAME 

D~TE 

UNITED STATES ENVIRONMENTAL PROTECTION AGEN~ 

MAR 1 8 2002 

Jeff Jones 
Agent 
Antee International Ltd. 
7910 Woodmont Ave Suite 1000 
Bethesda, MD 20814 

Subject: Notification Per PR Notice 98 -10 
Virkon S 
EPA Registration No. 62432-1 
Application Dated: February 1, 2002 

Dear Mr. Jeff Jones, 

This acknowledges receipt of your notification, submitted u~der the provision of PR 
Notice 98-10, FIFRA section 3 (c) 9. 

Proposed Notification 

Corrections of typographical and printing errors on the Virkon S label 
• Change the value for the Inert ingredient from 77 .1 % to 78.1 % 
• Add the phrase "in Virkon-S" in general instructions 
• Change the spelling of "Treponema hyodysenteria to "Treponema hyodysenteriae" 
• Change "Viral Arteritis" to Equine Arteritis" 
• Change "Streptococcus Aureus" to "Staphylococcus ~ureus" 

General Comments 

Based on a review of the material submitted, the following comments apply: 

This notification application is acceptable and a copy has been made a part of the 
records for this file. 

Should you have any questions or comments concerning this letter, please contact me 
at (703) 308-6422. 

Sincerely, 

am Heyward 
Product Manager (34) 
Regulatory Management Branch I.I 

COHC:UIUt!m~l"P'lierel!lieil_ Divisier, (7'6~ 86) 

..............•. .................. ................. ................ . ............... . 

......•......... .........•....... .................... ·····-····-··-. . ............... . 
EPA Form 1320-1A (1~) OFFICIAi. FIL£ COPY 
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[ ] indicates optional language 
Page I 

VIRKO -S ® 

BROAD SPECTRUM DIS FECT ANT 

for Use in Cleaning and Disinfecting Industrial, Animal and Agricultural Facilities 

ACTIVE INGREDIENTS: 
Potassium peroxymonosulfate ............................ .. 20.4% 

1.5% Sodium Chloride ............................................ .. 
INERT INGREDIENT ... ..... .. .. ......... ...... .... .... . 7 .1% 

100.00% . TOTAI ......................................................... . 

Equivalent to 9.75% Available Chlorine 

KE P OUT OF REACH OF CI-IlLD -N 

DAN ER 

See Back (Side] Panel[s] for Additional Precautions 

EPA Reg. No. 62432-1 

_ lbs. L) Net Weight 

EPA Est. No. 62432-EN-001 

ANTEC INTERNATIONAL LTD.· 
Windham Road, Chilton Industrial Estates 

Sudbury Suffolk COIO 6XD, England 
Tel: (1787) 77305 Telex: 987495 Fax: (1787) 310846 

VIRK.ON S is a registered trademark of and manufactured by Antee International Limited 
US Patent No. 4822512 

c:\antec\Virkon S\consolidated Virkon S label 12 FEB 02.wpd 
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PRECAUTIO ARY ST A TE1VIENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

DANGER 

Page3 

Powder is corrosive. Causes skin burns and irreversible eye damage. Harmful if swallowed, absorbed 
through skin, or inhaled. Do not get in eyes, on skin, or on clothing. Wear prote.ctive clotl1ing and rubber 
gloves. Avoid breathing dust. Wear goggles, face shield, or safety glasses. Wash thoroughly with soap and 
water after handling. Remove contaminated clothing and wash before reuse. Corrosive statement refors to 
powder only not in use solution. 

FIRSTAlD 

IF IN EYES: Hold eyelids open and flush with a steady, gentle stream of water for 15 minutes. Get prompt 
medical attention. 

lF ON SKIN: Wash with plenty of soap and water. Get medical attention if irritation persists . 

IF INHALED: If symptoms of coughing, choking, or wheezing are troublesome, remove to fresh air and seek 
medical attention. 

IF SWALLOWED: Drink promptly a large quantity of water. Avoid alcohol. Get immediate medical 
attention. 

1NOTICE TO PHYSICIAN: Probable mucosa! damage may contraindicate the use of gastr ic lavage. 

BROAD SPECTRUM DISINFECTA T 
VIRKO -Sis effective against numerous microorganisms affecting animals: iruses, gram positive and 
gram negative bacteria, fungi ( molds and yeasts), and mycoplasma. Efficacy was determined in the presence 
of hard water and organic material. VIRKON-S passes the AOAC germicidal and detergent sanitizer lest at 
a concentration of 0.5% (1 :200) in the presence of 200 ppm hard water. 

DIRECTlONS FOR USE 
It is a violation of Federal law to use this product in a manner inconsistent with its labeling 

General Instructions--Poultry and Farm Premises 

1. Remove all poultry or other animals and focds from premises, trucks or other vehicles, coops. 
crates or other enclosures. 

2. Remove all litter droppings and manure from tloors, walls and surfaces of barns pens, staJls, 
chuks and other facilities and fixturtls occupied or traversed by poultry or other animaJs. 

3. mpty aJl troughs racks, and other feeding and watering appliances. 

4. Thoroughly clean all surfaces with soap or detergent and rinse with water. 

5. Satmatc surfaces with the recommended disenfccting solution f9r a period of 10 minutes. 

c:\antcc\Virkon S\consolidatcd Virkon S label 12 FEB 02.wpd 
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EQUINE BACTERIA 
Clostridium pcrfringens 
Fistulous withers (Poll Evil) 
Taylorella equigenitalis 
• treptoeoccus equi (Strangles) 
Pseudomonas mallei 

(Glanders) 
Bordetella bronchiseptica 

EQUINE VIRUSES 
African Horse Sickness 
Eq_uine Viral Arteritis 

(Pink Eye) 
Coital Exantherma 
Mycloencephalopathy 
Rhinopneumon itis 
Equine Infectious Anemia 

(Swamp Fever) 
Equine papillomatosis 
Equine Contagious Abortion 
Adenovirus Pneumonia 
Equine Influenza (The Cough) 

EQUINE FUNGI 
Trichophyton spp. 
(Ringworm) 
Tricbophyton spp. 

(Mud Fever) 
Fusarium moniliforme 

BOVINE BACTERIA 
Moraxella bovi 
Mycobacterium bovis 
Haemophilus somnus 

BOY INE V rRUSES 
Calf rota.virus 
Infective Bovine 

Rhinotracheitis 
Bovine Adenovirus Type 4 
Pseudorabies 
Foot & Mouth Disease 

----- -- -- -- - -

EFFECTIVE AGAINST: 

BOVINEFU GI 
Fusarium moniliforme 

POULTRY BACTERIA 
Streptococcus pyogencs 
Campylobacter pyloridis 
Klebsiclla pneumoniae 
Escherichia coli 
Salmonella typhimurium 
Salmonella cholemesuis 
Pseudomonas aeruginosa 
Staphylococcus aurcus 
Staphylococcus epidennidis 
Mycoplasma galliscpticum 
Clostridium perfr.i.ngens 
Bordctella avium 

POULTRY VIRUSES 
C\vcastle Djsease 

Infectious Bronchitis 
Infectious Bursa! rnseasc 
Avian Lruyngotracheitis 
Avian Influenza 
Marek's Disease 
Egg Drop Syndrome 

Adenovirus 
Turkey Herpes Virus 
Duck Herpes Virus 
Duck Viral Enteritis 

POULTRY FUNGI 
Aspergillu flavus 
Aspergillus fumigatus 
Candida albicans 

Page 2 

SWINE BACTERIA 
Bordetella broncruseptica 
Pasteurella multocida 
Actinobacillus 

pleuropneumonia 
Treponema hyodyscnteriae 
Clostridium perfringens 

SWINE VIRUSES 
Hog Cholera 
Swine Influenza 
Porcine parvovirus 
Rotaviral diarrhea 
Vesicular stomatitis 
Pseudorabie 
Porcine Reproductive and 

Respiratory Syndrome 
(PRRS) 

African Swine Fever 
Foot and Mouth Disease 

SWINEFUNGJ 
Fu arium moniliformc 

COMPANION ANlMALS 
BACTERIA 

e 

• 

Str eptococens StnP.hyklcoccus a 
aureus W' 

Streptococcus pyogenes 
K lebsiella pneumoniae 
Pseudomonas aeruginosa 

VIRUSES 
Canine Parvovirus 
Distemper 
Lcptospira canicola 
Feline parvovirus 
Feline herpes 
feline calicivirus 

FUNGI 
Microsporum canis 

c:\antec\Virkon S\consolidated Virkon S label 12 FEB 02.wpd 271
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Page4 

6. Immerse all halter., ropes, and other types of equipment used in handling and restraining 
animals. as wen as forks, shovels, and scrapers used for removing litter and manure. 

7. V cntilate buildings, cars, boats coops, and other closed spaces. Do not house poultry or 
livestock or employ equipment until treatment has been absorbed, set, or dried. 

8. Thoroughly crub treated feed racks, mangers, troughs. automatic feeders, fountains, and 
waterers with soap or detergent, and rinse with potable water before reuse. 

This powder formula is easily diluted for use in manual or machine operations. 

VIRKON-S DILUTION CHAR1' 
Fill container with desired amount of water and add VIRKON-S powder to achieve recommended 
solution concentration. 

Quantity of Water Amount of Powder for 1% Solution Amount of Powder for 2% Solution 

I Quart 0.3 ,,unces O. 7 ounces 

I Gallo,r 1.3 ounce.ir 2.7 ounces 

10 Gallons 13.4 ounce.,; 26.7 ounces 

50 GalJ,QflS 66.8011nces 
. 

133.5 ounces 
1 .3 oz. measuring .-.coop is provided. 

Add fl.3 oz. (1 scoop) ofVIRKON-SJ [the contents of one VIRKON-S packctl to one gallon of 
warm water. Solution are stable for 7 days. Do not soak metal objects in VIRKON-S for long 
periods - 10 minutes i maximum necessary contact time. One gallon of solution is sufficient to 
treat 13 5 sq. ft. 

e 

• 

POULTRY LA D RATITE PRODUCTION) e 
CONTROLS: Viruses ofNev..-castle Disease. Infectious Bronchitis, Infc.ctious Bursa) Disease, ~ 
Avian Laryngotracheitis, Marek's Disease, Egg Drop Syndrome, Avian lnfluenz.a. Turkey Herpes W 
Virus and Duck Viral Enteritis. Fungi (molds and yeasts - Aspcrgillus flavus, Aspergillus 
fumigatus and Candida albicans. Bacteria - Streptococcus pyogenes, Campylobacter pyloridis 
Klcbsiella pncumoniae. Escherichia coli, Salmonella typhimurium, Salmonella chloeraesuis, 
Pseudomonas aeruginosa, Staphylococcus aureus, Staphylococcus epidermidis, Bordetella avium 
and Mycoplasma gallisepticum. 

HATCHERIES: VJRKON-S at 1% solution can be used for cleaning and disinfecting batchers, 
setters, evaporative coolers, humidifying systems, ceiling fans, chkken houses, transfortrucks, trays, 
and plastic chick boxes (use 2% solution for Mycoplasma. Aspe.rgillus flaV11s and Aspergillus 
fumigatus). VIRKON-S at 1-2% solution is recommended for use. in fogging (v./et misting) 
operations as a supplemental measure, either before or after reg_ular cleaning and disinfecting 
procedures. Fog (wet mist) until the area is moist using automatic foggers according to 
manufacturer's use directions. 
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BROil..ERIBREEDERHOUSES: Follow General blsrtruction.s above to r,emovepo1ultry and preclean 
area to be treated. Spray floors and walls with VIRKON-S at 1 % solution. Thoroughly ,vash 
waterers and feeders with a 1% solution of VIRKON-S (use 2% soh1tion for Mycoplasma, 
As.per~iUu..s fiavus and Aspergillus fomigatus). Afte~r ,contact for 10 mmutes. rinse with watelf. Do 
not house pouhry or use equipment until treatment has dried. 

FORi\IRSANITIZING: Use VIRKON-S at ]-2% solution, and fog until surfaces airemoist. Allow 
at least.2 hours before entering treated area. Rins,e foggers and sprayers with water following use. 

PROCESSIN"G PLANIS: Spmy VIRKON~S at 1% solution to disinfect and clean walls, ceilings 
and floors. 

SWINE [PRODUCTION] 

CON1ROLS: Viruses of Hog Cholera, Swine iuflue.nza, Porcine Parvovirns,, Pseudorabies, Porcine 
Reproductive and Respiratory Syndrome (PRRS), Rotov.i.ral Diarrhea. African Swine Fever and Foot 
and Mouth Disease. Bacteria of Pleuropneumonia, Treponema hyo,dysenteriae, and. Clostridium 
-perfringens. Fungi: Fusarimn moniliforme. 

Follow General ]n.structions above to remove S'wine and predean ar,ea to, be tr,eated. VLRKON~S 
at l % solution is recmnmended for deaning and disinfecting farro\Vlllg units, nurseries. finisher 
houses, processing plants (use a 2% solution for My,coplasm.a, Aspe.rgmus flavus and AspergUlus 
fomi.~tus); and agricuUurral production equipment such as tmcks, water-proof footwear (such as 
rublber boots), and associated. Hvestock equipment and instruments. 

VIRK.ON-S at 1-2% solution is. recommended for use in fog~:ng (\vet misting) operations or as a 
suppkmental measure eitlie:r before rnr aifte..r regular ckianing· .Md di sinfocting procedurns. Fog 
(wet mist) until the area is .moist using automatic foggers according to manufa.cture's us.e 
directions. Rinse foggc:rs and sprayers with. wail.er fo]iowing use. 

EQU:rNE [PRODUCTION] 

BROAD SPECTRUM EQUINE DISINfECTANT/DETERGANT/WASH FOR CLEANING 
AND DISINFECTING STABLES, EQUIPMENT, AND AERIAL DISINFECTION 

CONTROLS 
Vimses of African Horse Sickness, Eq;uinc Vira] Arteritis (Pink Eye), Coital Exantherma, 
Myeloenceplrnfopathy, Rhinopneumonitis, .Equine Contagious A1bortfonj Equme PapiUomatosis. 
Equine Infectious anemia (Swamp Fever), Adenovirus Pnetunonia, Equine Influenza (The 
Cough) and Rl1initis .. Bacterial: Clostridial Diarrhea, Fistulous Withers (Poll Evil), Taylorella 
eq_uigenitailis~ Bo!fdeteHa bronchiseptic~ Streptococcus equi (Strangles) and Pseu.domonas maUei 
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(Glanders). Fungi: Dennatophytosis (Ringworm), Dermatophylosis (Mud Fever), and Fusarium monilifonne. 

AP PUCA TIONS: For cleaning and disinfecting all surfaces, equipment, utensils and 
instruments in Veterinary practices[, kennels, stables, catteries, etc]. 

USES: 

Stables, [Horse Boxes, ][Box ]Stalls, Tack ,(Equipment,] and Feed Rooms: Thoroughly clean 
and dry L dry clean) surfaces, then wash the area manually or with pressure washer with a l % 
VJRKON-S solution. Rinse with clean water. 
Blankets [Saddle Pads] [and] Rugs: Shampoo by hand or spray lightly with a hand-sprayer and 
leave to dry. Shake or vacuum to remove residue. 
Aerial Spraying to control airborne diseases: Use a hand [ or knapsack] sprayer with fine setting, 
or an automatic spraying system. Spmy a 1% VIRKON-S solution for 2-3 minutes twice daily[, 
fust thing in the morning and last thing at night]. Rinse sprayers ,vith water after use. 

BOVINE [PRODUCTION) 

CONTROLS: Viruses of Calfrotavirus, Infectious Bovine Rhinotracheitis, Bovine Adcnovirus 
Type 4 and Pseudorabies and Foot and Mouth Disease; Bacteria of 1\1araxella bovis 
Haemophilus somnus and Mycobacterium bovis; Fungi. ofFusarium moniliforme. 

Follow General Instructions above to remove livestock and preclea.n area to be treated. A l % 
solution of VIRKON-S is recommended to clean and disinfect areas associated with bovine 
housing [stabling], hospital [quarantine] pens, feedlot facilities, and agricultural production 
equipment such as trucks, water-proof footwear (such as rubber boots), and associated livestock 
equipment and instruments. 

COMPANION ANIMALS 

CONTROLS: Viruses Canine Parvovirus, Distemper, Leptospira canicola, Feline parvovirus, 
Feline herpes and Feline calicivirus. Bacteria of Staphylococcus aureus, Streptococ.cus pyogenes, 
Klebsiella pneumoniae, and Pseudomonas aeruginosa; Fungi of Microsporum canis. 

[APPLICATIONS:) A 1% solution ofVIRKON-S is recommended as a ''one step" cleaning and 
disinfecting procedure for all surfaces, equipment, instruments, utensils and cages [caging 
systemsJwithin (associated witb][Vct.erinary Medical Hospitals,] [infections disease wards,] 
(quarantine areas,] [Humane Society facilities,] (laboratory animal quarters>] grooming and 
boarding facilities, kennels, cattcries and animal transportation vehicles. 

Do not immerse metal objects in VlR.KON~S for long periods • 10 minutes i maxi.mum contact 
time. 
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EMERGENCY DISEASE CONTROL 

CONTROLS: Foot and Mouse Disease Virus 

A 1 % solution ofVIRKON-S is recommended to clean and disinfect agricultural facilities and 
equipment, military facilities and equipment; airport facil'ties and equipment port facilities and 
equipment, rail facilities and equipment, quarantine facilities and equipment, slaughter facilities 
and equipment, and other shipping facilities and equipment where animals or soils suspected of 
harboring foot and mouth disease virus might have been previously present. 

Within these facilities, treated objects include but are not limited to vehicles, farm equipment 
(including tractors, ploughing shares, cars and trucks, farm engines, harvesters, loaders, mowers 
tillers and slaughter machinery), military equipment (including tanks and troop carriers), and 
shipping equipment (pallets, bins, and containers). 

Spray VIRKON-S at 1 % solution to disinfect and clean walls, ceilings, floors, decks, container 
surfaces, vehicles, wheels, water proof footwear (such as rubber boots), livestock equipment, 
utensils and instrwnents. 

Do not immerse metal objects in VIRKO -S for long periods - IO minutes is maximum contact 
time. 

STORAGE A DISPOSAL 
STORAGE: Store in a cool, dry place in tightly closed container away from children. Always 
replace lid after use. 
DISPOSAL: Wash empty container thoroughly and dispose in trash. Do not mix this product 
with other chemicals 
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February 12, 2002 

Mr. Adam Heyward, PM #34 
Antimicrobials Branch 
US EPA 
Washington, DC 20460 

D 
DELTA 

ANALYTICAL 
CORPORA TI:ON 

Subject: Virkon S; EPA Reg. No. 62432-1; Notification of Correction of Typographical 
Errors 

Dear Adam: 

Enclosed please find the following documents pursuant to a notification of the correction of 
typographical errors on the Virkon S label. 

• Appli<.:ation for Pesticide Registration (EPA Form 8570-1) 
• Proposed Product Label (5 copies "'ith proposed changes highlighted) 
• Current Stamped Label 

Under normal circumstances most if not all of the proposed modificalions v"·ould qualify for 
non-notification. Unfortunalely some State reviewers now insist that even typographical changes 
be covered by un EPA notification. To expedite your review I have attached a short sumrnaiy of 
the proposed changes. 

Let me know if you have any queslion. regarding this submission or ifl need to supply additional 
information. Thanks for your assistance. 

Sincerely, 

T. Jeffrey Jones, Agent 
Antee International Ltd. 
Enclosures 

• • • • • • ••• 

• 
•••• • •••• 

•••••• • • • • • 
• ••••• • • •• 
••••• • • • • •••• 

79 0 Woodmont Avenue S ·tc 1000 Bethesda, Maryland 208 4 
(301) 652-5495 FAX (30 ) 652 5408 

•••• • • •••• 
•• • • • • • •• 
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Summary of Typographical Changes to the Virkon- Label 
12 February 2002 

1. The value for ''OTl-IER INGREDIENTS·· bas been changed from 77.1 % to 78.1 % to 
agree \vith the CSF and previous versions of the label. At 77.1 % the total does not add to 
100%. 

2. 

3. 

4. 

5. 

In the Section titled "General Instructions," last unnumbered paragraph. third sentence. 
add the phrase "in VIRKON-S" after the word "objects." 

In the section listing Sv,,-ine Bacteria, change the spelling of "Treponema hyodysenteria" 
to '''freponema hyodysenteriae." 

In the section listing Equine Viruses, change ''Viral Arteritis" to "Equine Viral Arteritts ." 

rn the section listing Companion Animal Bacteria, change ''Streptococcus Aureus'~ to 
"Staphylococcus Aurcus." 

• • • • • •• •• 

• 
•••• • •••• 

• 
•••• • • •••• 

•• • • • • ••• 

• ••••• • • • • • 
• ••••• • • •• 
••••• • • ••••• 
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&EPA 
United States 

Environmental Protection Agency 
Washington, DC 20460 

f 

Registration 
Amendment 
Other 

Application for Pesticide - Section l 

OPP Identifier Numa,., 

1, Compenylf'roduct Number 

62432-1 

4 . Companylf'roduct (Namt:tl 
Virkon S 

2. EPA Product Meneger 

Adam Heyward 

PMI 
34 

3. Propoeed Classification 

0 None D Restricted 

5. Name end Address of Applicant (Jncfud• ZIP Cod•J 
Antee International Ltd. c/o Delta Analytical Corp. 
7910 Woodmont Ave., Suite 1000 

6. Expedited Reveiw. In accordance with FIFRA Section 3(c){3} 
(b)(i), my product is similar or Identical in composition and labeling 
to: 

Bethesda, MD 20814 EPA Reg. No. _______________ _ 

0 Cht1r:k if this is a n•w addrs-ss Product Name 

D 
Section - II 

Amendment· Explain below. 

asubmission in response to Agency letter dated ______ _ 

LJ 
D 
D Notification - Explain below. 

nation: Use additional paoe(s) if n11c11ssary. (For section I and Section 11.l 
Notif\catlon of correctloo of typographical and printing errora. 

Final printad labels In repsonae to 
A'1ency letter dated 
·Me Too• Application. 

Other - Explain below. 

This notification is consistent wfth the provisons of PR Notice 98-10 and EPA regulations at 40 CFR 152.46, and no other changes have been made to the 
labeling or the confidential statement of formula of this product. I understand that it Is a vioation of 1 a USC Sec. 1001 to willfully make any false ststement to 
EPA. I further understand that If this notification is not consistent wilh the terms of PR Notice 98-10 and 40 CFR 152.46, this product may be in violation of 
FIFRA and I may be subject to enforcement act on and penalties under sections 12 and 14 of FIFRA." 

Child-Resistant Packaging 

Ovaa 
0No 

Section • Ill 

If ~ves· No. per 

2. Typo of Container 

~=:~c 
Glass 
Pepe, 

• Afication mtnt 
btl $Ubmitt«J 

Unit Peckaging wgt. contafner Other (Specify) ______ _ 

tion of Nat Contents Information 

Contalner 

6. Manner in Which Lebel is Affixed to Product D Uthograph 0 
Peper glued 
Stencifed 

Section - IV 
1. Contact Point (C.omp/11t• itttms directly bttlow for id•ntificetion of lndividU$ to b• contsctlld, if ntJCB$$.flfY, to proce-ss thi$ application.J 

Name 
Jeff Jones 

Title 
Agent, Antee International ltd. 

Telephone No. (Include Area Code) 

301 652 5f95 • 

Certlfic ation 
l certify that the statements I have made on this form and all attachments thereto are true, accurate •nd complete. 
I acknowledge that any koowlioglly false or mlsteeding statement may be punishable by fine or lmprisorvnent Of 

both under applicable Jew. 

4. Typod Name 

Jeff Jones 

EPA F«m 8570-1 tR•v- 3.941 Previous editions are of>11>lete. 

3. Title 

Agent, Antee International Ltd. 

6. Date 

1 February 2002 

White - EPA Fie Copy (original) 

•••• 6. Date Application 
Received 

.(StamPt4L ••• 
• • • •••• • • • •••• • ••••• • • • • 
••••• • • • • •••• 

•••• • • •••• 
•• • 

V ow • Applicant Copy 
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. SUBMISSION SAR CODS ~S6&&!>:w} 
. . . I 

'?i. •• Pp·_,.-_, r_ !..!!,t TON s r.-_ 6~. "I:",.. Tc:- 'T'o ; .. 'T' T nN / ?1.~Nn~·NTS 
._:_~:.:.:::.~1<....L~.Z..:..::C.....:-:...=...=:-.;;.;~..=a,-~--=...,~"'-'-•-.;.._ 'L.=~-.,> - - ~ ._ t ~ • - - :r°~. • - ~. ' - I =t~ ); 

.. PACKAGING':· - (· J CER'l'-f~CA:TION·-=--· · 
[ } NO~-RESIDENTIAL USE qNLY 
[ ] NOT APPLICAS~B 

.REGISTRATION TYPE: ( J CONDITIONAL { } UNCONDITIONAL 

PROPOSED "CLASSIFICATION: [ ] GENERAL [ ] RESTRICTSD USE 

DATE·ON APP.LICATION . ·EPA RECEIVE DATE 

. I ~jzt·2·& 1· 0 I ) 1:12 {,2710 1 \. to;.ltJ&-: b4 L .· -. 
~s .. :. EXEM.I?.U.ON--.. ·· · 

. 
(· ) . CITE-ALL 
{ ) SELECT.IVE:...:. 
{ .)' NOT SUBMi:TTEO 
f ] NOT" : AVP.LICKBLe-·· 
[ . f lNCOR:.R.ECT /RESUB, 

·-. • • 
REVIEW (S) REO~SJ:~P._·_ DATA 01'.TE 

• I • • PACK" # SENT-

OTHER 

CHEMISTRY 

EFFICACY 

TOXICOLOGY 

· HED TOX •. 

ENVIRON, F~TE 
.. 

FISH/WILDLIFE 

.• 
-------

{ ] SUBMITT'ED .. • • . 
[ ] "NOT SUBMI.TI:~..:..-, •. 

. ( 1 NOT APPLICABLE-
( l INCORltEOT/R.ESU'B. ·· -~:-' . . . : . 

DU'S DATE -
OA-'tE.:._.. R.e'M!lRff~ . . 

STA'I'i:JS _________________ -,.-__ __;, __ _ 

--.f\=- It _...,.....,,._ -1--.. 

... 
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SYMBOi.., 

UNITED STATES ENVIRONMENT AL____E'ROTECTION AGENCY 
UNITED STA TES E~1VIRONMENT AL PROTECTION AGENCY 

,JM~ 1 7 2002 

Mr. T. Jeffrey Jones, Agent 
Antee International Ltd. 
c/o Delta Analytical Corp. 

WASffiNGTON, DC 20460 

7910 Woodmont Avenue, Suit 1000 
Bethesda , MD 20814 

OFFICE OF 
PREVENTION, PESTICIDES 

AND TOX I C SUBSTANCES 

Subject: Amendment to combine Farm Premises and Poultry House Directions 
Virkon S 
EPA Registration No. 62432-1 
Your Application Dated December 26 , 2001 

Dear Mr. Jones: 

The labeling referred to above, submitted in connection with registration under the 
Federal Insecticide, Fungicide and Rodenticide Act, as amended, is acceptable. 

Submit three (3) copies of the final printed labeling prior to releasing the product 
sale in the inter-state commerce. 

A stamped copy is enclosed for your records. 

If you have any questions concerning this letter. please contact me at 
(703) 308-6422 or Renae Whitaker at (703) 308-7003 . 

Enclosure 

Sincerely yours, 

~r~eyward 
Product Manager (34) 
Regulatory Management Branch II 
Antimicrobials Division (751 OC) 

C OHCUU!HCll!S 

SURH AME I .• • • • ....•• • • .... • • • • • • • • .. • • • .. ·- • • •. • • • • • ..... • • • • •• • • • • ........ 09.. • • "'" -··· • H • • • • • • • • •• • • • ·-· •• •• •• • ......... • • •••• • ••••••••• ....... . 

DATE t •• •••••••• • • • .... • • ••••••. •• • •• • •• • •••• •• •••••••• .. • •••••••••• ••• •••• • • • •••••• • • •• •••• ••• ••••••••••••• • • ... .-...... ••••- ••••••••••'" •• ••••• 

EPA Fron 1320.tA (1/90) Printtd OIi R~cycltd Popu OFFICIAi. Fll.e COPY 
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VIRKON-S ~ 
BROAD SPECTR M DISINFECT ANT 

For Use in Cleaning and Disinfecting Industrial, Animal and Agricullural Facilities 

A TIVE INGREDIENTS: 
Potassium peroxymonosulfale . ...... ... ............... . .. .. 
Sodium Chloride ........ .. .. . .. . ... . .... . ...... . ... ....... .. .. 
I RT INGREDIENTS . ............ ...... .. .... .. ..... .. . . 
TOTAL . ....... .. ..... .... . .. . .. ....... .. . .. . ..... .. .... . . .. .. . 

Equivalent to 9.75% Available Chlorine 

20.4% 
1.5% 

77.1% 
100.00% 

KEEP OUT OF REACH F Cl-filDREN 

DANGER 

See Back lSidc] Panel[sJ for Additional Precautions 

_ lbs. L ) Net Weight 

EPA Reg. No. 62432-1 EPA Est No. 62432-EN-001 

ANT ~C INTERNATIONAL LTD. 
Windham Road, Chilton Industrial Estates 

Sudbury Suffolk CO IO 6XD, England 
Tel: (1787) 77305 Telex: 987495 Fax: (1787) 310846 

V lRKON S is a registered trademark of and manufactured by Antee International Limited 
US Patent No. 4822512 • • 

D 
JAN l 7 2002 

•••••• • • • • • 
••••• • • • 
••• • • ••••• 

•••••• • ~· . • • • • •• 
• 

•• • • • • • •• 
•••• • • •• 

• 
•••• • • •••• 

• • •••••• • 
c:\antec\Virkon S\Label 26 DEC 01.\vpd 
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EFFECTIVE AGAINST: 

EQUINE BACTERIA BOVl 1E FUNGI SWlNE BACTERIA 
Clostridium perfringeos Fusariurn moniliforme Bordetella bronchiseptica 
Fistulous withers (Poll Evil) Pasteurella multocida 
Taylorella equigenitalis POULTRY BACTERIA Actino bacillus 
Streptococcus equi (Strangles) Streptococcus pyogenes pleuropneumonia 

Pseudomonas mallei Campylobacter pyloridis Treponema hyodysentcria 
(Glanders) Klebsiella pneumoniae Clostridiurn perfringens 

Bordetella bronchiseptica Escherichia coli 

Salmonella typhimurium SWlNE VIRUSES 
EQUINE VIRUSES Salmonella cholcaesuis Hog Cholera 
African Horse Sickness Pseudomonas aeruginosa Swine lntluenza 
;<\fa ican V i.ral Arteritis Staphylococcus aureus }Jorcine parvovirus 

(Pink Eye) Staphylococcus epiderrnidis Rotavira1 diarrhea - Coital Exanthenna Mycoplasma gallisepticum Vesicular stomatitis 
Mycloencephalopatby Clostridium perfriogens Pseudorabies 

• Rh inopneurnon itis Bordetella avium Porcine Reproductive and 
Equine Infectious Anemia Respiratory Syndrome 

(Swamp Fever) POULTRY VIRUSES (PRRS) 

Equine papillomatosis Newcastle Disease African Swine Fever 

Equine Contagious Abortion Infectious Bronchitis Foot and Mouth Disease 

Adenovirus Pneumonia Infectious Bursa! Disca e 
Equine Influenza (The Cough) Avian Laryngotrachcitis SwtNB FUNGI 

Avian Influenza Fusarium mon iliformc 

EQUINE FU Gl Marek's Disease 
Trichophyton spp. Egg Drop Syndrome COMP ANlON ANIMALS 
(Ringworm) Adenovirus BACTERIA 
Trichophyton spp. Turkey Herpes Vims Streptococcus aurcus 

e (Mud F~ver) Duck Herpes Virus Streptococ.cus pyogenes 
Fusarium rnoniliforme Duck Viral Enteritis Klebsiella pneumoniae 

• Pscudomonas aeruginosa 
BOVINE BACTElUA POULTRY FUNGI 
Moraxella bovis Aspergillus flavus VrRUSES 
Mycobacterium bovis Aspergillus fumigatus Canine Parvovirus 
Haemophilus somnus Candida albicans Distemper 

Leptospira canicola 
BOVINE VIRUSES Feline parvovirus 
Calf rotavirus Feline herpes 
Infective Bovine Feline caHcivirus 

Rhinotracheitis 
Bovine Adenovirus Type 4 FUNGI 
Pseudorabies Microsporum canis 
Foot & Mouth Disease 

c:\antec\Virkon S\Label 26 DEC 01.\.Vpd 
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PRECAUTIO ARY STATEMENTS 
HAZARDS TO HUMANS AND 00:MESTIC ANIMALS 

DANGER 

Pagc3 

Powder is corrosive. Causes skin bums and irrc,versible eye damage. Harmful if swallowed, absorbed 
through skin, or inhaled. Do not get in eyes, on skin. or on clothing. Wear protective clothing and rubber 
gloves. Avoid breathing dust. Wear goggles, face shield, or safety glasses. Wash thoroughly with soap and 
water after handling. Remove contaminated clothing and wash before reuse. Corrosive statement refers lo 

powder only not in use solution. 

FIRST AID 

IF IN EYES: Hold eyelids open and flush with a steady. gentle stream of water for 15 minutes. Get prompt 
medical attention. 

IF ON SKIN: Wash with plenty of soap and water. Get medical attention if irritation persists. 

fF INHALED: If symptoms of coughing, choking, on heezing are troublesome, remove to fresh air and seek 
medical attention. 

IF SWALLO\VED: Drink promptly a large quantity of water. Avoid alcohol. Get immediate medical 
attention. 

NOTICE TO PHYSICIAN: Probable mucos.al damage may contraindicate the use of gastric lavage. 

BROAD SPECTRUM DISINFECT ANT 
VIRKON-S is cfTective against numerous microorganisms affcc.ting animals: viruses, gram positive and 
gram negative bacteria, fungi (molds and yeasts), and mycoplasma. Efficacy was detennined in the presence 
of hard water and organic material. VIRKON-S passes the AOAC germicidal and detergent sanitizer test at 
a concentration of 0.5% (1 :200) in the presence of 200 ppm hard water. 

DIRECTIONS FOR SE 
It is a ,Holation of Federal law to U.'le tlds product in a manner itlconsistcnt with it<; label int 

General ,l.ristructions-Poultry and Farm Premises 

1. Remove all poultry or other animals and feeds from premises, trucks or other ve · clcs, coops, 
crates or other enclosures . 

. Rd pov.~l~l litter drop~4lgs ql!ld thanury frotn floors, ~11~ qµd surfaces of barns n,~. #alls1 

hutes ~~I lher facilities and JixtWieS oc<;upied or traversc41hy poultry or other ani ' als. 

i3. Emjlty all troughs, racks, and other feeding and watering pliances. 

Thoroughly clean all surfaces with soap or detergent and rinse with water. 

5. Saturate ~urfaccs with the rec9J!ll)le!\ded discntecting ~,luti~u for a period of 10,m,intttes 

c:\antec\Virkon S\Label 26 DEC 01.wpd 
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b. Immerse all halters, ropes, and <;>thcr types of equipment used in handling and restraining 
animals. as well as forks, shovels. and scrapers used (or removing litter and manure 

7. Ventilate buildings, cars, boats, 'cQnps, andother closed spaces. Do not house poultry or 
livestock or employ equipment ~n;ii treatment has been absorbed, set, or dried. 

8. Thoroughly scrub treated feed rooks, mangers, troughs, automatic feeders, fountains, and 
waterers \\~th soap or detergent, and rinse with potable water before reuse. 

This powder fonnula is easily diluted for use in manual or machine operations. 

VIRKON-S DILUTION CHART 
Fill contuillet with desired amount of water and add VIRKON-S powder to achieve recomme11'1ed 
solutwn concentratio11. 

Quantity of Water Amou11t of Powder for 1% Solutio11 Ammmt of Powder for 2% Solution 

1 Quart 0.3 om,ces 0.7ounces 

I Gal/011 1.3 ounces 2.7uu11ces 

JO Gallot1s 13.4 uu11ces 26.7011nces 

50 Gallo11s 66.8 ounces 133.5 outtces 
1.3 oz. measuring SClJOp i&' provided. 

Add [1.3 oz. (l sc-0op) ofVIRKON-Sl [the contents of one VIRKON-S packet] to one gallon of 
warm water. Solutions are stable for 7 days. Do not soak metal objects for long periods - 10 
minutes is maximum necessary contact time. One gallon of solution is sufficient to treat 13 5 sq. 
ft. 

POUL TRY [AND RA TITE PRODUCTION) 

CONTROLS: Viruses of Newcastle Disease, Infectious Bronchitis, Infectious Bursal Disease, 
Avian Laryngotracheitis, Marek's Disease, Egg Drop Syndrome, Avian Influenza, Turkey Herpes 
Vims and Duck Viral Enteritis. Fungi (molds and yeasts - Aspergillus flavus, Aspergil1us 
fumigatus and Candida albicans. Bacteria - Streptococcus pyogenes, Campylobacter pyloridis, 
Klebsiella pneumoniae, Escherichia coli, Salmonella typhimuriwn, Salmonella chloeraesuis, 
Pseudomonas aemginosa, Staphylococcus aureus, Staphylococcus epidermidis, Bordetella avium 
and Mycoplasma gallisepticum. · 

HATCHERIES: VIRKON-S at 1% solution can be used for cleaning and disinfecting hatcbers, 
setters, evaporative coolers, humidifying systems, ceiling fans, chicken houses, transfer trucks, trays, 
and plastic chick boxes (use 2% solution for Mycoplasma, Aspergillus flavus and Aspergillus 
fumigatus). VIRKON-S at l-2% solution is recommended for use in fogging (wet misting) 
operations as a supplemental measure, either before or after reb11.1lar cleaning and disinfecting 
proce<lures. Fog (wet mist) until the area is moist using automatic foggers according to 
manufacturer' s use directions. 
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BROILER/BREEDERHOUSES:Po11bwGenerallnstruc{io abovctoremovepoulttyu'n<lpreclean 
area to be treated. Spray floors and walls with VIRKON-S at l % solution. Thoroughly wash 
waterers and feeders with a l % solution of V1RK.ON-S (use 2% solution for Mycoplasma, 
Aspergillus flavus and Aspergillus fumigatus). After contact for 10 minutes. rinse with water. Do 
not house poultry or use equipment until treatment has dried. 

FOR AIR ANITIZING: Use VIRKON-S at 1-2% solution, and fog until surfaces are moist. Allow 
at least 2 hours before entering treated area. Rinse foggers and sprayers with water following use. 

PROCESSING PLANTS: Spray VlRKON-S at 1 % solution to disinfect and clean walls, ceilings 
and floors. 

SWINE (PRODUCTIO ] 

CONTROLS: Viruses of Hog Cholera, Swine influenza, Porcine Parvovirus, Pseudorabies, Porcine 
Reproductive and Respiratory yndrome (PRRS), Rotoviral Diarrhea, African Swine Fever and Foot 
and Mouth Disease. Bacteria of Pleuropncumonia, Treponema hyodysenteriae, and Clostridium 
perfringens. Fungi : Fusarium moniliforme. 

follow General Instructions above to remove svv'ine and preclea11 arcu to be treated. VIRKON-S 
at l % solution is recommended for cleaning and disinfecting farrowing units, nurseries, finisher 
houses, processing plants (use a 2% solution for Mycoplasma Aspergillus flavus and Aspergillus 
fumigatus), and agricultural production equipment such as trucks, water-proof foot\.vear (such as 
rubber boots), and associate.ct livestock equipment and instruments. 

VIRKON-S at 1~2% solution is recommended for use in fogging (wet misting) operations or as a 
supplemental measure either before or after regular cle.aning and disinfecting procedures. Fog 
(wet mist) until the area is moist using automatic foggers according to manufacture's use 
directions . Rinse foggers and sprayers with water following use. 

EQU1NE [PRODUCTION] 

BROAD SPECTRUM EQUINE DISlNFECTANT/DETERGANT/\VASH 1:.oR CLEANING 
AND DISINFECTING STABLES, EQU1PMENT, AND AERIAL DISI FECTIO 

CO TROl ,S 
Viruses of African Horse Sickness, Equine Viral Arteritis (Pink Eye), Coital Exanthenna, 
Myeloencephalopathy, Rhinopneumonitis, Equine Contagious Abortion, Equine Papillomatosis, 
Equine Infectious anemia (Swamp Fever), Adenovirus Pneumonia, Equine Int1uenza (The 
Cough) and Rhinitis. Bacterial: Clostridial Diarrhea, Fistulous Withers (Poll Evil), Taylorella 
equigenitalis, Bordetella bronchiseptica Streptococcus equi (Strangles) and Pseudornonas mallei 
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(Glanders). Fungi: Dermatophytosis (Ringv1orm), Dcrmatophylosis (Mud Fever), and Fusarium moniliforme 

APPLICATIONS: For cleaning and disinfecting all surfaces, cquipmcn~ utensils and 
instruments in Veterinary practices[, kennels, stables, catteries, etc]. 

USES: 

Stables, [Horse Boxes, )[Box ]Stalls, Tack ,[Equipment,] and Feed Rooms: Thoroughly clean 
and dry [dry clean] surfaces, then wash the area manually or with pressure washer with a 1% 
VIRKON-S solution. Rinse with clean water. 
Blankets, LSaddle Pads] [and] Rugs: Shampoo by hand or spray lightly with a hand-sprayer and 
leave to dry. Shake or vacuwn to remove residue. 
Aerial Spraying to control airborne diseases: Use a hand [ or knapsack] sprayer with fine setting, 
or an automatic spraying system. Spray a 1 % VIRKON-S solution for 2-3 minutes twice daily [ 

9 first thing in the morning and last thing at night]. Rinse sprayers with water after use. 

• BOVINE [PRODUCTIO J 

CONTROLS: Viruses of Calf rota virus, Infectious Bovine Rhinotracheitis, Bovine Ade no virus 
Type 4 and Pseudorabies and Foot and Mouth Disease; Bacteria of Maraxella bovis, 
Haemophilus somnus and Mycobactcrium bovis; Fungi of Fusarium moniliforme. 

follow General h:LStructions above to remove livestock and prcclean area to be treated A 1 % 
solution ofVIRKON-S is recommended to clean and disinfect areas associated with bovine 
housing [stahlingl, hospital [quarantinej pens, feedlot facilities, and agricultural pr duction 
equipment such as trucks, water-proof footwear (such as rubber boots), and associated livestock 
equipment and instruments. 

e OMPANION ANIMALS 

• CO TROLS: Viruses anine Parvovirus., Distemper, Leptospira canicola, Feline parvovirus, 
Feline herpes and Feline ealicivirus. Bacteria of Staphylococcus aureus, Streptococcus pyogenes, 
K.lebsielia pneumoniae, and Pseudomonas aeruginosa; Fungi of Microspomm canis. 

[APPLICATIO S:] A 1% solution ofVIRKON-S is recommended as a' one step' cleaning and 
disinfecting procedure for all surfaces, equipment, instruments, utensils and cages [ caging 
systemslwithin [associated with]rVeterinary Medical Hospitals,] [infections disease wards,] 
[quarantine area<.,] [Humane Society facilities,] [laboratory animal quarters,] grooming and 
boarding facilities, kennels catteries and animal transportation vehicles. 

Do not immerse metal objects in VIRKO -S for long periods - 10 minutes is maximum contact 
time. 
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EMERGENCY DISEASE CONTROL 

CONTROLS: Foot and Mouse Disease Virus 

A l % solution of VIRKON-S is r~ommended to clean and disinfect agricultural facilities and 
equipment, military facilities and equipment; airport facilities and equipment1 port facilities and 
equipment, rail facilities and equipment, quarantine facilities and equipment, slaughter facilities 
and equipment, and ther shipping facilities and equipment where animals or soils suspected of 
harboring foot and mouth disease virus might have been previously present. 

Within these facilities, treated objects include but are not limited to vehicles, fann equipment 
(including tractors, ploughing shares, cars and trucks, fam1 engines, harvesters, loaders, mowers, 
tillers and slaughter macrunery), military equipment (including tanks and troop carriers), and 
shipping equipment (pallets, bins, and containers). 

Spray VIRKO -S at l % solution to disinfect and clean walls, ceilings, floors, decks, container 
surfaces, vehicles, wheels, water proof footwear (such as rubber boots), livestock equipment, 
utensils and instruments. 

Do not immerse metal o~jects in VIRKON-S for long periods - 10 minutes is maximum contact 
time. 

STORAGE AND DISPOSAL 

STORAGE: Store in a cool, dry place in tightly closed container away from children. Always 
replace lid after use. 

DISPOSAL: Wash empty container thoroughly and dispose in trash. Do not mix trus product 
with other chemicals 
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December 26, 200 I 

Mr. Adam Heyward, PM #34 
Antimicrobials Branch 
US EPA 
Washington, DC 20460 

D 
DELTA 

ANALYTICAL 
CORroRATION 

Subject: Virkon S; EPA Reg. No. 62432-1~ Amendment to Combine Directions for Use 
Text to Save Space 

Dear Adam: 

Enclosed please find the follo\.ving documents in support of an amendment to the Virkon S label 
to combine directions for use text adapted from text reqL1ested in your letter of September 19, 
2001. 

• Application for Pesticide Registration EPA Form 8570-1) 
• Proposed Product Label (5 copies with proposed changes highlighted) 
• Current St.amped Label 

If you recall we discussed these changes by telephone and you approved combining the Farm 
Premises and Poultry House sections to save space as most of the text was identical in the two 
sections. You also agreed that it was advisable for me to resubmit the lahel for stamping to avoid 
confusion when the individual States receive copies of EPA-approved labels. As l am in the 
process of sending these labels to the States for annual renewals, [ would appreciate your 
stamping and returning the label as soon as possible. 

Let me know if you have any questions regarding this submission or if I need to supply additional 
infom1ation. Thanks for your assistance. 

Sincerely, 

T. Jeffrey Jones) Agent 
Antee International Ltd . 
Enclosure. 

• ••••• • • • • • 
•••••• • • •• 
• •••• • • •• ••• 

79l0 'Noodmont Avenue Suite 000 Bethesda, Mazyland 20814 
(301) 652-5495 fAX (301) 652-5408 

• • •••••• • 
•• • • • • ••• 

• 
• • • • • • • •• 
• ••• • • •• 

• 
• ••• • • •••• 

• • •••••• • 
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&EPA 

' 
United States 

Environmental Protection Agency 
Weshjngton, OC 20460 

Fo 

Registration 
Amendment 
Other 

Ap lication for Pesticide - Section I 

OPP Identifier Number 

1. Company/Product Number 
62432-1 

4. Company/Product (Name) 
Virkon S 

2. EPA Product Moneoer 
Adam Heyward 

PMI 
34 

3. Proposed Classification 

D NoM D Restricted 

5. Name and Addu,u ot Applicant /Jnclud• ZIP Codtt) 
Antee International Ltd . c/o Delta Analytical Corp. 
7910 Woodmont Ave., Suite 1000 

6 . Expedited Reve;w, In accordance w ith flFRA Section 3(cJC3J 
(b)(i), my product is similar or identical in composition and labeling 
to: 

Bethesda, MD 20814 

B Amendment - Explain below. 

EPA Reg. No. _ _____ __________ _ 

Product Name 

Section - II 

Final printed labels in repsonse to 
Agency letter dated 

esubmission in response to Agency letter dated ______ _ 

LJ 
D 
D 

·Me Too" Application. 

Notification - Explajn below. Other - Explain belo w. 

ation: Uso addit onal pego(s) if Mceu ary. (F-or section I end Section II,) 

Proposed amendment to combine farm premises and poultry house directions for use. The proposed text was adapted from language requested by Mr. 
Heyward'$ letter of September 19, 2001 . 

1 . Ma .. ri I Thie Product Will S. Packaged ln : 

Chlld•Resistant Packag1 

HYes 
lJ No 

• &..icatlon must 
~l'lf ,;;,,itttld 

No 

If ·ves~ 
Unit Packaging wgt. 

3.tion of Not Content, Information 

Label Co,nteiner 

6 . Menner in Which Lebol is Affixed to Product 

Section - Ill 

4 . Sizo(s) Retail ContaiMr 

DLithogr~h 
Paper clued 
Stenoired 

Section - IV 

0 Other 

2 . Type of Cootalner 

~:::c 
Glass 
Paj>er 
Other {Specify) ______ _ 

1 . Contact Point IComp/1,te ifeln$ directly btlow for idtntHication of individulll to be c.c,ntectttd, if nBCffSIHY, to process this aMJ,}'/JMn.J 

Name 

Jeff Jones 
~e Tolephone ~t .• (l~de Area Code) 

I Agent, Antee International Ltd. 301 652149~· 
• • • • • • 

Certification • • 
I certify that the atatemante I have made on this form end all attachments thereto are true, accurate and t~:~. 
l acknowledge that any knowlinglly false or misleading statement may be punishable by fine or imprisonment 4,• 
both under epplicable law. • •: • • • 

4. Typed Name 

Jeff Jones 

3 , Title 

Agent, Antee International Ltd . 

6. Oat• 

26 December 2001 

S: '0/tl fppliceti<:m 
• Ret:eivod 

••• -<~mped) 
•• 

• 
•••• • • • ••• 

• • •••••• • 

I EPA,,.,. 8570-1 , .... 3-941 p,.~:~•dition, ,,. , .. ,,,.,. White • EPA Flt. Copy (original> Vallow - Appllcanc Copy 
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SUBMISSION B~Y. CDDE 

FILE 

OESCRIPT 

PM 3 Lf ACTION CODE :!JO)?_ 

·[ J CERTI'NCATION·-:· ·-· · 
( ] NON-RESID8NTIAL OSE ONLY 
[ J NOT APPLICABLE 

REGISTRATION TYPE: [ J CONDITIONAL ( J UNCONDITIONAL 

~ 

•• 
PROPOSED "CLASSIFICATION: [ ] GENERAL [ J RESTRICTED USE 

DATE"ON APPLICATION ·EPA RECEIVE DATE "PM' RECEIVE :DATE--

I · £ l.2 a I a 1 I 

[ ] CITE-ALL 
( ] SELECT.IVE. ·. 
( l NOT SUBMITTED 
[ ] NOT" - AP'PLICABLE- · 
[ . f INCORRECT/RESUB, 

~- , 

- -ro~ORS.:. EXEMP-UON..- .. . 

[ J SUBMITTED . . 
[ J .NOT SUBMI.Tig,Q _ _ 

. ( J NOT APPLICABLE.. 
[ } INCORREC:!T/RESUB · · · ;. 

) . . . . 
REV! £W ( S) REQ~s·g:p _ _._, DATA D),TE: DUE DATE: .. 

e ·· 

• 
• I PACK. 

CHEMISTRY 

EFFICACY 

TOXICOLOGY 

HED TOX •. 

ENVIRON.- FATE 

FI SH/WILDLIFE 

OTHER ______ _ .. 

STATUS 

SENT- DA-TE-.:.. RE'!"C:JRltaF-

------------------,-.--------

-~,,::- I/ - ........... _ ._ _ _{_/__ __ --

' 
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UNITED ST ATES ENVIRONMENT AL PROTECTION AGENCY 

li7'1TED ST ATES E~'VJRO:\~lE~1 AL PROTECTION AGENCY 
\\'ASIDNGTON, DC 20460 

SFP 1 9 " . 

Mr. T. Jeffrey Jones 
Delta Analytical Corporation , Agent for 

Antee International Ltd . 
7910 Woodmont Avenue, Suite 1000 
Bethesda, MD 20814 

Subject: Amendment for Additional Use Sites 
Virkon S 
EPA Registration No.62432-1 
Amended Application Dated April 25, 2001 

Dear Mr. Jones: 

OFI !Cl Of-
PRrl/D 1 I0 1l, PLSTI Cl O[S 

AND TOXlC SURSTANCFS 

This letter acknowledges receipt of your application for amendment for adding 
additional use sites to the label . 

The amended labeling referred to above, submitted in connection with registration 
under the Federal Insecticide, Fungicide, and Rodenticide Act, as amended , is acceptable 
with the following comments. 

I. FARM PREMISES: 

• The following label directions are required for farm premises disinfectants to permit 

SYM80L I 

their classification as non-food use products: 

Directions for Use 

1. Do not use in milking stalls, milking parlors, or mi!k houses (for phenolrcs, 
cresylic acid , and pine oils) . 

2. Remove all animals and feed from premises, vehicles, and enclosures. 

3. Remove all litter and manure from floors , walls and surfaces of barns, pens, 
stalls, chutes, and other facilities and fixtures occupied or traversed by animals. 

COHCURHNC!S 

SORN AME 1 .. • ............ •• • • • .... • .. ••••• ·-- . •••• •••••• ••• ••• •••••••••••••••.•• ··--·········· .................................... 1 ••••••••• _.. ..... . 

O"TE ) •••••••••••••••••• ••••••••••••••••• ••••••••••••"-••• ................................... '-················ ·····-········- ................... . 
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4. Empty all troughs, racks, and other feeding and watering app!icances. 

5. Thoroughly clean all surfaces with soap or detergent and rinse with water. 

6. Saturate all surfaces with the recommended disinfecting solution for a period of 
10 minutes. 

7. Immerse all halters, ropes, and other types of equipment used in handling and 
restraining animals, as well as forks, shovels, and scrapers used for removing litter 
and manure. 

8. Ventilate buildings, cars, boats, and-other-closed spaces, Do not house 
livestock or employ equipment until treatment has been absorbed, set, or dried. 

9. Thoroughly scrub all treated feed racks, mangers, troughs, automatic feeders, 
fountains, and waterers with soap or detergent, and rinse with potable water before 
reuse. 

II. POUL TRY HOUSE: 
Directions for Use 

The following label directions are required for poultry house disinfectants to permit 
their classification as non-food use products: 

1. Remove all poultry and feeds from premises, trucks, coops, and crates. 

2. Remove all litter and droppings from floors, walls and surfaces of facilities 
occupied or traversed by poultry. 

3. Empty all troughs, racks, and other feeding and watering appliances . 

4. Thoroughly clean all surfaces with soap or detergent and rinse with water. 

5. Saturate surfaces with the recommended disenfecting solution for a period of 10 
minutes. 

6. Ventilate buildings, coops, and other closed spaces. Do not house poultry or 
employ equipment until treatment has been absorbed , set, or dried. 

7. Thoroughly scrub treated feed racks, troughs, automatic feeders, fountains, and 
waterers with soap or detergent, and rinse with potable water before reuse. 
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A stamped copy is enclosed for your records. 

If you have any questions concerning this letter, please contact me at 
(703) 308-6422 or Renae Whitaker at (703) 308-7003. 

Sincerely yours, 

:A.dam Heyward 
Product Manager (34) 
Regulatory Management Branch II 
Antimicrobials Division (7510C) 
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VlRKON-S 
BROAD SPECTRUM DISINFECT ANT 

For Use in Cleaning and Disinfecting IndustriaL Animal and Agricultural Facilities 

ACTIVE INGREDIENTS: 
Potassium peroxymonosulfatc . .. .......... . ....... . ... ... .. 
Sodium Chl ride ......... .. . . .. .. . .. ... ............. ......... . 
INERT INGREDIENTS ......... .. .... ... .. .... .. ......... . 
TOTAL ... ... ... . ... .. ... .............................. .. ..... . 

Equivalent to 9.75% Available Chlorine 

20.4% 
1.5% 

77.1% 
100.00% 

KEEP OUT OF REACH OF CHILDREN 

DANGER 

See Back [Side] Panel[s] for Additional Precautions 

_ lbs. (__) Net Weight 

EPA Reg. No. 62432-1 EPA Est. No. 62432-EN-00 1 

ANT C INTERNATIONAL LTD. 
Windham Road, Chilton Industrial Estates 

Sudbury Suffolk COl O 6XD, ngland 
Tel: ( 1787) 77305 Telex: 987495 Fax: ( 1787) 310846 

VJRKON S is a registered trademark of and manufactured by Antee International Limited.••••. 
US Patent No. 4822512 • • • • •• • • • • •• • 

••• •• • • • • • • • • • • • ••• ••• • •• 
• •• • • • • • • ••••• •••• • • . . .. . . 

• ••• • • •••• 
• • ••••• • 
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EQUINE BACTERIA 
CJostridium pcrfringcns 

Fistulous witbera (Poll Evil) 
Taylorella cquigenitalis 
Streptococcus equi (Strangles) 
Pseudomonas ma llei 

(Glanders) 
Bordctella bronchiseptica 

EQUlNE VJRUSES 
African Horse Sickness 
African Viral Artcritis 

(Pink Eye) 

Coital Exanthcn:na 
Myeloencephalopathy 
Rhinopncumonitis 
Equine Infectious Anemia 

(Swamp Fever) 
Equine papiJlomatosis 
Equine Contagious Abortion 
Adcnovirus Pneumonia 
Equine Influenza (The Cough) 

EQUINE FUNGI 
Trichophyton spp. (Ringworm) 
Trichophyton spp. 

(Mud Fever) 
Fusarium moniiiforme 

BOVINE BACTERIA 
Moraxclla bovis 
Mycobacterium bovis 
Haemophilus somnus 

BOVINE VIRUSES 
Calf rot.a virus 
Infective Bovine 

Rhinotracheitis 
Bovine Adenovirus Type 4 
Pseudorabies 
Foot & Mouth Disease 

BOVINE FUNGI 
Fusarium monilif orme 

FFECTIV.E AGAINS 

POUL TRY BACTERIA 
Streptococcus pyogcnes 
Campylobactcr pyloridis 
Klebsiella pneumoniac 
E. chcrichia coli 
Salmonella typhimurium 
Salmonella choleaesuis 
Pseudomonas aernginosa 
Staphylococcus aureus 
Staphylococcus epidermidis 
Mycoplasma ga11isepticum 
CJostridium perfringens 
Bordctel.la avium 

POUL TRY VIRUSES 
Newcastle Disease 
Infectious Bronchitis 
Infectious Bursal Disease 
Avian Laryngotrachcitis 
Avian Influenza 
Marek's Disease 
Egg Drop Syndrome 

Adenovirus 
Turkey Herpes Virus 
Duck Herpes Virus 
Duck Viral Enteritis 

POULTRY FUNGI 
Aspergillll" fia vus 
Ai;pcrgillus fumigatus 
Candida albicans 

Pagc2 

SWINE BACTERIA 
Bordetclla bronchiscptica 
PasteurclJa multocida 
Actinobacillus 

p leuropoeumonia 
Treponema hyodyscnteria 
Clostridium perfringens 

SWINE VIRUSES 
Hog Cholera 
Swine Influenza 
Porcine parvovirus 
Rotaviral diarrhea 
Vesicular stomatitis 
Pseudorabics 
Porcine Reproductive and 

Respiratory Syndrome 
(PRRS) 

African Swine Fever 
Foot and Mouth Disease 

SWlNEFUNGI 
Fusarium moniliforme 

COMP ANTON ANIMALS 
BACTERIA 
Streptococcus aureus 
Streptococcus pyogenes 
KlchsieUa pncumoniae 
Pseudomonas aeruginosa 

VIRUSES 
Canine Parvovirus 
Distemper 
Leptospira canicola 
Feline parvovirus 
Feline herpes 
Feline calicivirus 

FUNGI 
Microsporum canis 
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PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

D 'GER 

Pagc3 

Powder is corrosive. Causes slcin burns and irreversible eye damage. Harmful if swallowed, absorbed through 
skin, or inhaled Do not get in eyes, on skin, or on clothing. Wear protective clothing and rubber gloves. Avoid 
breathing dust. Wear goggles, face shield, or safety glasses. Wash thoroughly with soap and water after handling. 
Remove contanunated clothing and wa h before reuse. Corrosive statement refers to powder only not in use 
solution 

FIRST AID 

IF IN EYES: Hold eyelids open and flush with a steady, gentle stream of water for 15 minutes. Get prompt 
medical attention. 
IF ON SKIN: Wash with plenty of soap and water. Get medical attention if irritation persists . 
IF INHALED: If symptoms of coughing, choking, or wheezing are troublesome, remove to fresh air and seek 
medical attention. 
IF SWALLOWED: Drink promptly a large quantity of water. Avoid alcohol. Get immediate medical attention. 
NOTICE TO PHYSICIAN: Probable mucosa] damage may contraindicate the use of gastric lavage. 

BROAD SPECTRUM DISINFECT ANT 
VIRKON-S is effective against numerous microorganisms affecting animals: virus~ . gram positive and gram 
negative bacteria, fungi (molds and yeasts), and mycoplasma. Efficacy was determined in the presence of hard 
water and organic niatcrial. VIRKON-S passes the AOAC germicidal and detergent sanitizer test at a 
concentration of 0.5% ( I :200) in the presence of 200 ppm hard water. PTED 

w:id\COMME S 
DIRECTIO S FOR USE EPALaterDated: 

Federal law prohibits use of this product in a manner inconsistent with its labeling EP 1 9 ,..,,, 

This powder formula is easily diluted for use in manual or machine operation .. 

VTRKON-S DILUTION CHART 
Fill container with desired amount of water and add VJRKON-S powder to achieve recommended solution 
concentration. 

Quantity of Water Amount of Powder for 1% Solution Amount of Powder for 2% Solution 

1 Quart 0.3 ounces 

1 Gallon 1.3 ounc~· 

10 Gallons 13.4 ounces 

50 Gallons 66.8 ounces 
1.3 OL 111easurirtg sw<Jp is provided. 

0.7 ounces 

27 ounces 

26.7 ounces 

133.5 ounces 
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Add [1.3 oz. (l scoop) ofVIRKON-S] [the contents of one VIRKON-S packet] to one gallon of 
warm water. Solutions arc stable for 7 days. Do not soak metal objects for long periods - 10 
minutes is maximum necessary contact time. One gallon of solution is sufficient to treat 135 sq. ft. 

POULTRY f AND RATITE PRODUCTION] 

CONTROLS: Viruses of cwcastle Disease, Infectious Bronchitis, Infectious Bursal Disease, Avian 
Laryngotrachcitis, Marek's Disease, Egg Drop Syndrome, Avian Influenza, Turkey Herpes Virus and 
Duck Viral Enteritis. Fungi (molds and yeasts - Aspergi1Ius flavus, Aspergillus fumigatus and 
Candida albicans. Bacteria - Streptococcus pyogencs, Campylobacter pyloridis, Klebsiella 
pneumoniae, Escherichia coli. Sahnonella typhimurium, Salmonella chlocraesuis, Pseudomonas 
aeruginosa, Staphylococcus aureust Staphylococcus epidcrmidis, Bordetc11a avium and Mycoplasma 
galliscpticum. 

HATCHERJES: VIRKON-S at l % solution can be used for cleaning and disinfecting hatchers, setters, 
evaporative coolers, humidifying systems, ceiling fans chicken houses, transfer trucks, trays, and plastic 
chick boxes (use 2% solution for Mycoplasma, Aspcrgillus flavus and Aspergillus fumigatus) . 
VIRKON-S at 1-2% solution is recommended for use in fogging (wet misting) operations as a 
supplemental measure, either before or after regular cleaning and disinfecting procedures. Fog (wet mist) 
until the area is moist using automatic foggers according to manufacturer's use directions. 

BROILER/BREEDER HOUSES: Remove chickens [birdsJ, feed, and water troughs, then remove 
manure and litter. Spray floors and walls with VIRKO -S at 1 % olution. Thoroughly wash waterers 
and feeders withal% solutionofVlRKON-S (use 2% solution for Mycoplasm.a, Aspergillus flavus and 
Aspergillus fumigatus). After contact for 10 minutes, rinse with water. Do not house poultry or use 
equipment until treatment has dried. 

FOR AIR SANITIZING: Use VIRKON-S at 1-2% solution, and fog until surfaces are moist. Allow 
at least 2 hours before entering treated area. Rinse foggcrs and sprayers with water following use. 

PROCESSING PLANTS: Spray VIRKON-S at 1 % solution to disinfect and clean walls, ceilings and 
floors . 

SWINE [PRODUCTIO ] 

CONTROLS: Viruses of Hog Cholera, Swine influenza, Porcine Parvovirus, Pscudorabies, Porcine 
Reproductive and Respiratory Syndrome (PRRS), Rotoviral D.ia.rrhc-a, African Swine Fever and Foot 
and Mouth Disease. Bacteria of Pleuropneumonia, Treponema hyodysenteriae, and Clostridium 
pcrfiingens. Fungi: Fusarium monilifonne. 

VIRKON-S at 1 % solution is recommended for cleaning and disinfecting farrowing units, nurseries, 
~er houses, proce.ssing plants (use a 2% solution for Mycoplasma, Aspcrgillus flavus and 

with co~us fumigatus), and agricultural production equipment such as trucks, water-proof footwear 
mEPALe1l(elllDafll:trubbcr boots), and associated livestock equipment and instruments. 

SEP 
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VIRKON-S at 1-2% solution is recorruncnded for use in fogging (wet mi ting) operations or as a 
supplemental measure either before or after regular cleaning and disinfecting pr cedurcs, og ( wet 
mist) until the area is moist using automatic foggcrs according to manufacture's use direction , 
Rinse foggers and sprayers with water following use. 

EQU1NE [PRODUCTION] 

BROAD SPECTRUM EQUINE DISINFECT ANT/DETERGANT/W ASH FOR CLEANING AND 
DISINFECTING STABLES, EQUIP~ T, AND AERIA DISINFECTIO 

CONTROLS 
Viruses of African Horse Sickness, Equine Viral Artcritis (Pink Eye), Coital Exanth~ 
Myeloenccphalopathy, Rhinopneumoniti5, Equine Contagious Abortion., Equine Papillomatosis, 
Equine Infectious anemia (Swamp Fever), Adenovirus Pneumonia, Equine Influenza (The Cough) 
and Rhinitis. Bacterial: Clostridial Diarrhea, Fistulous Withers (Poll Evil), Taylorella equigenitalis, 
Bordctella bronchiseptica, Streptococcus equi (Strangles) and Pseudomonas mallci (Glanders). 
Fungi: Dermatophytosis (Ringworm), Dennatophylosis (Mud Fever), and Fusarium moniliforme . 

APPLICATIONS: For cleaning and disinfecting all surfaces equipment, utensils and instruments in 
Veterinary practices[, kennels, stables, cattcries, etc]. 

USES: 

Stables, [Horse Boxes, ][Box ]Stalls, Tack ,[Equipment,] and Feed Rooms: Thoroughly clean and 
dry [ dry clean l urfaces, then wash the area manually or with pressure washer with a 1 % VIRKO -S 
solution. Rinse with clean waler. 
Blankets, [Saddle Pad.] [and] Rugs: Shampoo by hand or spray lightly with a hand-sprayer and 
leave to dry. Shake or vacuum to remove residue, 
Aerial Spraying to control airborne diseases: Use a hand [or knapsack] sprayer with fine setting, or 
an automatic spraying system. Spray a I% VIRKON-S solution for 2-3 minutes twice daily[. first 
thing in the morning and last thing at night 1. Rinse sprayers with water after use . 

BOVINE [PRODUCTTO ] 

CONTROLS: Viruses ofCalfrotavirus, lnfcctious Bovine Rhinotracheitis, Bovine Adcnovirus Type 
4 and Pscudorabies and Foot and Mouth Disease; Bacteria of Maraxella bovis, Haemophilus somnus 
and Mycobacterium bovis; Fungi ofFusariummoniliforme. 

A 1% solution ofVIRKON-S is recommended to clean and disinfect areas associated with bovine 
housing [stabling], hospital [quarantine] pens, feedlot facilities, and agricultural production 
equipment such as trucks water-proof footwear ( uch as rubber boots), and associated livestock 

· ment and instruments. 

COMPANION ANIMALS 
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CONTROLS: Viruses Canine Parvovirus, Distemper, Leptospira canicola, Feline parvovirus, clinc 
herpes and Feline ealicivirus. Bacteria of Staphylococcus aureus, Streptococcus pyogenes, Klebsiella 
pneumoniae, and Pseudomonas aeruginosa~ Fungi ofMicrosporum canis. 

[ APPLICATIONS:] A 1 % solution ofVIRKON-S is recommended as a "one step" cleaning and 
disinfecting procedure for all surfaces, equipment, in. trurnents, utensils and cages [ caging 
systcms]within [associated with][Veterinary Medical Hospitalc;, [infections disease wards,] 
[ quarantine areas,] [Humane Society facilities,] [lab ratory animal quarters,] grooming and boarding 
facilities, kennels catteries and animal transportation vehicles. 

Do not immerse metal objects in VIRKON-S for long periods - IO minutes is maximum contact time. 

Do not immerse metal objects in VIRKON-S for long periods - 10 minutes is maximum contact time. 

STORAGE AND DISPOSAL 
STORAGE: Store in a cool, dry place in tightly closed container away from children. Always 
replace lid after use. 
DISPOSAL: Wash empty container thoroughly and dispose in trash. Do oot mix this product with 
other chemicals 
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Mr. Adam Heyward, PM #34 
Antimicrobials Branch 
US EPA 
Washington, DC 20460 

~ 
DELTA 

ANALY11CAL 
CORPOMTION 

Augmi 28, 2001 

Subject: Virkon S; EPARcg. No. 62432-1; Amendment to Add Use Sites: State of orth 
Carolina 

Dear Adam: 

Enclosed please find the following documents in support of an amendment to the Yirkon S 
registration to add new use sites related to Foot and Mouth Disease Virus: 

• Application for Pesticide Registration (EPA Form 8570-1) 
• Proposed Product Label (5 copies) 

The proposed amendatory language is highlighted. These use sites, gathered under the heading 
"Emergency Disease Control," were requested by Meg Scott Phipps, Commissioner of the North 
Carolina Department of Agriculture and Consumer Services in a letter to the Agency dated April 
16, 2001 [attached]. I understand that Lee Davis ofMs. Phipps' staff has contacted you 
independently to discuss this request. 

Let me know if you have any questions regarding this submission or if I need to supply additional 
information. Thanks for your assistance . 

Sincerely, 

T. Jeffrey Jones, Agent 
Antee International Ltd. 
Enclosures 

cc: Jeff Kempter ( cover by facsimile only) 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

791:J \~lcod1:1ont Avenue Suite 1000 F..etheroa, lv1artlcmrl 20814 
{301:I 65~-SL95 FJ\X (301) o57.-~4D8 

•••• • • •••• 
• •• • • • . . ,. 

• 
••• • • • • •• 
••• • • • • ••• 

• 
•••• • • •••• 

• • •••••• • 

300



~ ~ ---~-~-~----------~---------- - - - ---

~., ,,., on-·,.,.._ t:G 
. -. Form .t.""""V8d 0MB No. ~070-M~ A •mlrN 2-28-95 

I 
United States 0 Registration 

OPP Identifier Nul'l'lber 

!&e>A Environmental Protection Agency Amendment 2Sf, 51./ 2-Weshlngton, OC 20460 Other 

Application for Pesticide - Sectron I 
l. Company/Product Number 2 . EPA Product Moneuer 3. Proposed Classification 
62432-1 Adam Heyward 

~None [j Restricted 
4. Comp11nv/Prodvot (Name) PMI 
Virkon S 34 -

5. Name .t1nd Address of Applicant (Include ZIP Cod•J 6. Expedited Reveiw. In accorctance with FIFRA Se<:tion 3(c){31 
Antee International Ltd. c/o Delta Analytical Corp. (b)(il, my product Is similar or identical In compositi()(I and labeling 
7910 Woodmont Ave., Suite 1000 to: 
Bethesda, MD 20814 EPA Reg, No. 

D Chsck if this is a nt1w addrHs Product Name 

Section - II 

EJ Amendment - Exple4n below. LJ Finel printed lab&ls in repaonse to 
Agency lettar dated 

"ubmis.eion in response to Agency lette, det9d . D ·Me Too· Application. 

Notification · E:w;pjain below . D Other - Explain below . 

~ 

E. ation: Use additional page(sJ if necessary. (For secdon I and Section II.I 

Proposed amendment to add use sites rclaled lo Fool and Mouth Disease Virus requested by the North CarolJna Department of Agriculture and Consumer 
Set:Vicos 

Section - HI 
1. M11te,iel Thie Produc1 WiU le Pec1!191d tn: 

Child·Rosistant Poc.k11gir,g Unit Pack.aging I Weter Soluble Paokaging 2. Type of Contain&r 

-1 Yes ~ B Vea gM•~ 
~ I 1 

Plastic 
No Glass '--

• ,~tiOn mu•t 
If •ves• No. per 

t 
Paper 

Unit Pack.aging wgt . container 
r::::: 

Other (Specify) 
be itted 

I 
3 .• tion of Net Contents lnformetion 4 . Sizets} Retail Container I 6E Loc~t°rre~ 
~ Label lJ Container 

6 . Menner in Which Lebel Is Aff1x,a.d to Product LJ LilhoQt~h LJ Othet ------Peper ued 
Stoncir.d 

Section - IV 
1 . Contact Point (Compl11t• Items dlr11ctly b11/ow for /d-,,t,1ic11tion of individual to b• cant11ct•tf. if nflCIISSIITY, to proe#U lhi$ ~•tloJ1.I 

•••• 
Name Tille Telephone No.,Jln;locfe Aree Codtl 
Jeff Jones Agent, Antee International Ltd. 301 652 f;,\~S • • 

•••••• 6 . Cale Application Certification • • • • • !fwoe'ived I certify that the statements l have made on this form and all attachments thereto are true, accurate end Cf~les,. • •• I acknowledge that any knowlinofty false or milleading statement may be punishabte by fine or impriaonment'I:>! • • • J$tamped) 
both under appllceble law. • • • - -- ... • ••• • • 2. Signature 

~ 
3. Title ••••• • 

~ Agent, Antee International Ltd. • ••• • • •••• 
5 . Date • • 4 . Typed Name •••••• 
28 August 2001 • Jeff Jones 

EPA Fcwm 8570-1 CR•v. 3·941 Previous 9ditione are obsolete. Whh - EPA File CODY (orimlnall Yalow· AHae.nt Cooy 301
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April 16, 2001 

Ms. Linda Gerber 
U.S. EPA/ Office of Pesticide Programs 
Emergency Response Team (7505C) 
Document Processmg Desk 
Crystal Mall 2 --2"~ Floor 

921 Jefferson Davis Hwy. 
Arlington. VA 2.2202 

Dear Ms. Gerber, 

This letter notifies tiie EPA that I am requesting the approval of a Quarantine Ex.emption 
und-er Section 18 of FIFRA to allow the use of several products as disinfectants for the 
con :rol and eradication of Foot and Mouth Disease. The products to be used are listed in 
the follo"''ing table. 

Active Inw~dieat Brand Name Er A Re:?;. Number Manufactul"er 
po1.1ssium pcroxymo-n.osulfuc + I Virkon S 62432-1 Antee Interoational 
sodium chloride . ' 

potassium peroxymonorolfate + Virkon S 
sodium c:hlorid~ 

62432.:1-270 F~um CoUlpanie.s 

pomssium peroxyrrl-Onosuliatc + Trifect.ant 62432 .. )-43591 V ctc:rinary Pro ducts 
sodium c:bto'rid:: Laboratories 
sodium hypoc:hlorite .NJ.v brand ofb)f:ach v.1th up to 12.5% active inl!?'edielit. 
aceri: ~id Any household vine~.ar with 4-5% additv, 

The sites to which the above products can be applied include, but not"limited to: 

All s1tes on the labels of the EPA registered products, footwear, vehicles, agricultural 
facilities and equipm!!Ilt, military facilities and equipment, quarantine facilities and 
equipment port facilities and equipment. shipping facilities and equipment, slaughter 
faciliries arid equipment. • .,. ••• 

•• • 
As you know, Foot and Mouth is a devastating disease capable of causing catas~ 
losse to any agriculnual region it may infest. The spread of the di ,. • $hroughoot 
Europe and Great Britain has resulted in the destruction of hundreds 'bf thtius~ c1f. 
hogs, cattle, and sheep leaving much of the-livestock industry lll rum. tne:{lu-eat ~' tpf 
spread of Foot and Mouth disease to this country js real and c~. l,e igl!Q~· 
Int:::rnationaJ travel: both civilian and military, provides aJmost daily CYl'])1Mtimjtie.s ~ r 
distributio:n to the United States. North Carolioa has several milit.ary facilities as w Ji• ~ • 

•••• • 

p_ 0. So><. E76-£.7 • fiAL-t:IG~. NoJ't"!'>t c .... o~, ... 2761 I 

• • •••••• • 

::,HONE: (9191 733-7125 • r.-'< ( 919) 733-1141 • EMAIL M1:ci. F',..,1>,.5(G)NC:MAl l., ,.ET 

b-1: -9171' 1:00Z 96L.6 ££L. 6"t6 NOI~83S :aQI~IiS3d tKI~N: WO~~ 
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Ms. Linda Gerber 
Arlington,, VA 22202 

April 16, 2001 
Page 2 

civilian air and sea ports that regularly interact with the European corrununity. To better 
protect North Carolina's 1. 7 billion-dollar livestoc:k and dairy industry as well as the 
Uniu::d States' a.griculnnal industry as a whole, I am requesting the use of tbe above 
diSU!fectants under a quarantine exemption. 

Please find epcJosed a copy of a letter from Carl P. Bausch allowing North Carolina to 
reference data submitted to the EPA hy USDAIAPHIS to support the quarantine 
exemption in ·our state_ Also enclosed arc copies of the labeling that provide directions 
on how to effectively use the products when treating for thls highly contagious disease. 

ShouJd you bave any questions regarding this exemption, plea.'>e contact Jim Burnette, 
Julie Haigler or Lee Davis of the NCDA&CS Pesticide Section at 919-733~3556. Your 
att::nrion to this matter is appreciate_d . 

Sincerely, 

(r~fi~~~ 
Meg Scott Phipps 
Commissioner 

cc: David Marshall, D .V M., State Veterinarian 
N . David Smitb. Asst Commissioner 
Broce E. Williams, Director, Food and Drug Protection Division 
Carl V. Tart. D.irector, Research Fauns Division 
Sharron A. Woodall, Deputy Administrator, Pesticide Operations 
Gene MillsapS-, President, Carolina/Virginia Dairy Products Association 
Neal Stamey. '.President, NC Cattlcn3ll'S Association 
Bundy B. Plyler, Exccutiv~ Director, NC Cattleman's Beef Council 
Richard McK~11ar, President, NC Dairy Foundation 
Nonnm Jordan. Jr.., :President, NC Dairy Producers Association 
Larry Wooten. President, NC Farm.Bureau Fc:deration 
Shltley Waggoner-EisenIDan, President, JC Meat Goat Association 
Mickey Hudson, President. NC Meat Processors Association 
Pcm Butler, NC Pork Council 
Wiley Shore, President, Southeast United Dairy lndustry Association 
Eu bat Correll, President, United Herd lmprovC!nent Associatiol>. : • •: •: 
James L Oblinger. Pb._D., Dean., NCSD College of Agriculture and Lif~Sciexfces 
Kelly \Vhitt; l}SDA APHIS • •: • •: 
David Meredith. NC State Grange •• .. .... 

• • 

•••• • • •••• 
•• • • • • •• • 

• 
••• • • • ••• 
• • • • • • •••• . ~... . 
•••• • • •••• 

• • •••••• • 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

L~TJTED ST A TES E:\1\-'IRON;'.vfE~T AL PROTECTIO~ AGE!\CY 
~ r ASHINGTON, DC 20460 

April 26, 2001 

Mr. T. Jeffrey Jones, Agent 
Antee International Ltd . 
c/o Delta, Analytical Corp. 
7910 Woodmont Avenue, Suite 1000 
Bethesda, MD 20814 

Dear Mr. Jones: 

Subject Amendment to Add Use Sites; State of Vermont 
Virkon S 
EPA Registration No.62432-1 
Your Amended Application Dated April 25, 2001 

Orf if.£ OF 
PREYENTIO~. PESTJC!D~S 

AND TOX IC SU85fANCLS 

The amended labeling referred to above, submitted in connection with registration 
under the Federal Insecticide, Fungicide, and Rodenticide Act, as amended, is acceptable. 
A stamped copy is enclosed for your records. 

If you have any questions concerning this letter, please contact me at 
(703) 308-6422. 

Sincerely yours , 

~dam Heyward 
Product Manager (34) 
Regulatory Management Branch II 
Antimicrobials Division (7510C) 

Cottc:UltR !HC!S 

SYMBOL. ~ •. ~· ••••Oh , -··············· ......... ····•·· .-.................... ·•······•·····•·· ............................... ·-···· . ................ . ...... . 
SU RHAME: I, • • ••• • • ••• •• • • • •' • • ...... • ••••••- • • • • • • •• ••••••••• DAT£ ; ••••••••••••••••• • ••••••••••••••••• •••••••••••••••••• ••••••••••••••••• ••••••••••••••••• 
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VIRKON-S 
BROAD SPECTRUM DISINFECT ANT 

For Use in Cleaning and Disinfecting Industrial., Anunal and Agricultural Facilities 

ACTJVE INGREDIENTS: 
Potassium peroxymonosulfate ...... ...... .. ........ . ...... . 
Sodium Chloride . ...... ............. ............... ... . ...... . 
INERT INGREDIENTS ................................... . 
TOTAL ... . .. . .... .. . .... ....... . ...... .... ... .. ... ... . ...... .. 

Equivalent to 9.75% Available Chlorine 

20.4% 
1.5% 

77.1% 
100.00% 

KEEP OUT OF REACH OF CHILDREN 

DANGER 

See Back [Side] Panel{sJ for Additional Precautions 

_ lbs. L) Net Weight 

•• 
• • 
• 

• 

• • • 
• • • 
• 

• • 

•• 
• ••• • • • 

• •• • • •• • • •• • • • • • •• 
•••• 

• • ••••• 

• 

• 

• • 

EPA Reg. No. 62432-1 EPA Est. No. 62432-EN-001 

ANTEC INTERNATIONAL LTD. 
Windham Road, Chilton Industrial Estates 

Sudbury Suffolk CO 10 6XDt England 
Tel: (1787) 77305 Telex: 987495 Fax: (1787} 310846 

VIRKON S is a registered trademark of and manufactured by Antee International Limited 
US Patent No. 4822512 

ACCEPTED 
APR 2 6 2001 

c:\antcc\Virkon S label proposal 25 April 2001.wpd 
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/ 
EQUINE BActTERTA 

I 

Clostridium 11brfringcos 
Fistulous withera (Poll Evil) 
Taylorella cquigcnitalis 
Streptococcus cqui (Strangles) 
Pscudomonas mallei 

(Glanders) 
Bordetella bronchi_septica 

EQUINE VIRUSES 
African Horse Sickness 
African Vll'al Ancritis 

(Pink Eye) 
Coital Exantherma 
Myeloencepbalopathy 
Rhinopneumonitis 
Equine Infectious Anemia 

(Swamp Fever) 
Equine papillomatosis 
Equine Contagious Abortion 
Adenovirus Pneumonia 
Equine Influenz.a (The Cough) 

EQUINE FUNGI 
Trichophyton spp. (Ringwonn) 
Trichophyton spp. 

(Mud Fever) 

Fusarium moniliforme 

BOVINE BACTERIA 
Moraxella bovis 
Mycobacterium bovis 
Haemophilus somnus 

BOVINE VIRUSES 
GaJf rota virus 
Infective Bovine 

Rhinotracheitis 
Bovine Adenovirus Type 4 
Pseudorabies 
Foot & Mouth Disease 

BOVTNE FUNGI 
Fusarium moniliforme 

EFFECTIVE G ST: 

POULTRY BACTERIA 
Streptococcus pyogenes 
Campylobacter pyloridis 
KJebsiella pneumoniae 
Escherichia coli 
Salmonella typhimurium 
Salmonella choleaesuis 
Pseudomonas aeruginosa 
Staphylococcus aureus 
Staphylococcus epidcrmidis 
Mycoplasma gallisepticum 
Clostridium perfringens 
Bordetella avium 

POULTRY VIRUSES 
Newcastle Disease 
Infectious Bronchitis 
Infectious Bursal Disease 
Avian Laiyngotracheitis 
Avian Influenza 
Marek's Disease 
Egg Drop Syndrome 

Adenovirus 
Turkey Herpes Virus 
Duck Herpes Virus 
Duck Viral Enteritis 

POULTRY FUNGI 
Aspergillus flaws 
AspergiBus fumigatus 
Candida albicans 

Page 2 

S\VlNE BACTERIA 
Bordetclla bronchiseptica 
Pa~teurella multocicla 
Actinobacillus 

pleuropncumonia 
Treponema hyodyscnteria 
Clostridiwn perfringens 

SWINE VIRUSES 
Hog Cholera 
Swine Influenza 
Porcine parvovirus 
Rotaviral diarrhea 
Vesicular stomatitis 
Pseudorabies 
Porcine Reproductive and 

Respiratory Syndrome 
(PRRS) 

African Swine Fever 
Foot and Mouth Disease 

SWJNEFUNGT 
Fusarium moniliforme 

COMP ANIO ANIMALS 
BACTERIA 
Streptococcus aurcus 
Streptococcus pyogenes 
Klebsietla pneumoniae 
Pseudomonas acruginosa 

VIRUSES 
Canine Parvovirus 
Distemper 

Leptospira canicola 
Feline parvovirus 
Feline herpes 
Feline calicivirus 

FUNGI 
Microsporum canis 

c:\antcc\Virkon S label proposal 25 April 2001.wpd 
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PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTTC ANIMALS 

DANGER 

Page 3 

Powder is corrosive. Causes skin bums and irreversible eye damage. Harmful if swallowed, absorbed through 
skin, or inhaled Do not get in eyes, on skin, or on clothing. Wear protective clothing and rubber gloves. Avoid 
breathing dust. Wear goggles, face shield, or safety glasses. Wash thoroughly with soap and waterafter handling. 
Remove contaminated cJothing and wash before reuse. Corrosive statement refers to powder only not in use 
solution. 

FIRST AID 

IF 1N EYES: Hold eyelids open and flush with a steady, gentle stream of water for 15 minutes. Get prompt 
medical attention. 
IF ON SKIN: Wash with plenty of soap and water. Get medical attention if irritation persists . 
IF INHALED: If symptoms of coughing. choking, or wheezing are troublesome remove to fresh air and seek 
medical attention. 
IF SW ALLOWED: Drink promptly a large quantity of water. Avoid alcohol Get immediate medical attention. 
NOTICE TO PHYSICIAN: Probable mueosal damage may contraindicate the use of gastric lavage. 

BROAD SPECTRUM DISINFECT ANT 
VIRKON-S is effective against numerous rrticroorganisms affecting animal. : viruses, gram positive and gram 
negative bacteria, fungi (molds and yeasts), and mycoptasma. Efficacy was determined in the presence of bard 
water and organic material. VIRKON.S passe . ., the A OA C gennicidal and detergent sanitizer test at a 
c.oncentration of 0.5% (1 :200) in the presence of 200 ppm hard water. 

DIRECTIONS FOR USE 
F edcral law prohibits use of this product in a manner inconsistent with itci labeling 

This powder formula is easily diluted for use in manual or machine operations. 

J/IRKON-S DILUTION CHART 
Fill container with desired amount of wate.r and add VIRKON..S powder to achieve recommended solution 
concentration. 

Quantity of Water Amount of Powder for 1% Solution Amount of Powder for 2¾ Solution 

1 Quart 0.3 ounces 0.7 ounces 

I Gallon 1.3 ounces .2.7 ounces 

10 Gallons 13.4 ounces 26. 7 ounces 

50 Gallons 66.8 ounces 133,5 ounces 
1.3 oz. metUurl.ng scoop is provided. 

I 
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Add [1.3 01,. (1 scoop) of VIRKON-S] [the contents of one VIRKON-S packet} to one gallon of 
warm water. Sohltions are stable for 7 day:,·. Do not soak metal objee,ts for wng periods - I 0 
minutes is maximum necessary contact time. One gallon of solution is sufficient to treat 135 sq. 
ft. 

POULTRY [AND RATITE PRODUCTION] 

CONTROLS: Viruses of ewcastle Disease, lnfectious Bronchitis, Infectious Bursal Disease, Avian 
Laryngotracheitis, Marek's Disease, Egg Drop Syndrome, Avian Influenza; Turkey Herpes Virus and 
Duck Viral Enteritis. Fungi (molds and yeasts - Aspergt1lus flavus, Aspergt1lus fumigatus and 
Candida atbicans. Bacteria - Streptococcus pyogenes, Campylobacter pyloridis, Klebsiella 
pneumoniae, Escherichia coli, Salmonella typtrimurium, Sahnonel1a chloeracsuis, Pseudomonas 
aeruginosa, Staphylococcus aureus, Staphylococcus cpidermidis, Bordetella avium and Mycoplasma 
galliscpticum. 

HATCHERJES: VIRKON-S at 1 % solution can be used for cleaning and disinfecting hatchers, setters 
evaporative coolers, humidifying systems, ceiling fans, chicken houses, transfer trucks, trays, and plastic 
chick boxes (use 2% solution for Mycoplasma, Aspergillus flavus and Aspergillus fumigatus). 
VIRKON-S at 1-2% solution is recommended for use in fogging (wet misting) operations as a 
supplemental measure, either before or after regular cleaning and disinfecting procedures. Fog (wet 
mist) until the area is moist using automatic foggers according to manufacturer's use directions. 

BROILER/BREEDER HOUSES: Remove chick~ns {birds], feed, and water troughs, then remove 
manure and litter. Spray floors and walls with VIRKON-S at 1 % solution. Thoroughly wash waterers 
and feeders with a 1 % solution ofVIRK.ON-S (use 2% solution for Mycoplasma, Aspcrgillus flavus and 
Aspergillus fumigatus ). After contae,1 for JO minutes, rinse with water. Do not house poultry or use 
equipment until treatment has dried. 

FOR AIR SANITIZING: Use VlRKON-S at 1-2% so1utio~ and fog until surfaces are moi!,i. Allow 
at least 2 hours before entering treated area. Rinse Joggers and :,prayers with water following use . 

PROCESSING P ANTS: Spray VIRKON-S at 1 % solution to disinfect and clean walls, ceilings and 
floors. 

SWINE [PRODUCTION] 

CONTROLS: Viruses of Hog Cholera, Swine influenza, Porcine Parvovirus, Pseudorabies, Porcine 
Reproductive and Respiratory Syndrome (PRRS), Rotoviral Diarrhea, African Swine Fever and Foot 
and Mouth Disease. Bacteria of Pleuropneumonia, Treponcma hyodysentcriae, and Clostridium 
perfringens. Fungi: Fusarium morulifonne. 

VIRKON-S at 1% solution is recommended for cleaning and disinfecting farrowing units, 
nurseries,.ftnisher houses, processing plants (use a 2% solution for Mycoplasma, Aspergi.Uus flavus 
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VTRKON-S at 1-2% solution is recommended for use in fogging (wet misting) operations or as a 
supplemental measure either before or after regular cleaning and disinfecting procedures. Fog 
(wet mist) until the area is moist using automatic foggcrs according to manufacturc's use directions. 
Rinse Joggers and sprayerS with water following use. 

EQUINE [PRODUCTION] 

BROAD SPECTRUM EQUINE DISINFECT ANT/DETERGANT/W ASH FOR CLEANING AND 
DISINFECTJNG STABLES, EQUIP11ENT, AND AERIAL DISINFECTJO 

CONTROLS 
Viruses of African Horse Sickness Equine Viral Artcritis (Pink Eye), Coital Exanthenna, 
Mycloencephalopathy, Rhinopneumonitis, Equine Contagious Abortion, Equine Papillomatosis, 
Equine Infectious anemia (Swamp Fever), Adenovirus Pneumonia, Equine Influenza (Th.e Cough) 
and Rhinitis. Bacterial: Clostridial Diarrhea, Fistulous Withers (Poll Evi1), Taylorella equigenitalis, 
Bordctella bronchiscptica, Streptococcus equi (Strangles) and Pseudomonas mallei (Glanders). 
Fungi: Dermatophytosis (Ringworm), Dermatophylosis (Mud Fever), and Fusarium monilifonne. 

APPLICATIONS: For cleaning and disinfecting all surfaces, equipment, utensils and instruments in 
Veterinary practices • kennels, stables, cattcries, etc]. 

USES: 

Stables, [Horse Boxes, ][Box ]Stalls, Tack ,[Equipment,] and Feed Rooms: Thoroughly clean and 
dry [ dry clean] surfaces, then wash the area manually or with pressure washer with a l % VIRKON­
S solution. Rinse with clean water. 
Blankets, [Saddle Pads] [and] Rugs: Shampoo by hand or spray lightly with a hand-sprayer and 
leave to dry. Shake or vacuum to remove residue. 
Aerial Spraying to control airborne diseases: Use a hand {or knapsack] sprayer with fine setting, 
or an automatic spraying system. Spray a 1% VIRKON--S olution for 2-3 minutes twice daily [, 
first thing in the morning and last thing at night]. Rinse sprayers with water after use. 

BOVINE [PRODUCTION] 

CONTROLS: Virus~y~
0
9f~!f!?\ay#}%.!!ll~~t~us Bovine Rhinotracheitis, Bovine Adenovirus Type 

4 and Pseudorabies ~:~{~ffl~\\t1i~; Bacteria of Maraxclla bovis, Hacmophilus somnus 
and Mycobacterium bovis; Fungi of Fusarium moniliforme. 

A 1% solution ofVIRKON-S is recommendod to clean and disinfect areas associated with bovine 
1 ,. .......... ~, ....,....,.,._ . ··.s-!. ....... ~ <="' r· · .. ...,., ""': ....................... .-..;,, . 4·. -!, ~...:v 

housing [stabling], hospital (quarantine] pens, feedlot facilities, ij~fiffl&u~;U~W~\i~imij ~ N'"-,4,,.-.'l!'c.~ • <.}!!.~~+> +;t~,.., 
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COMP ANION ANIMALS 

CONTROLS: Viruses Canine Parvovirus, Distemper, Leptospira canicola, Feline parvovirus, Feline 
herpes and Feline calicivirus. Bacteria of Staphylococcus aureus, Streptococcus pyogencs, Klebsiella 
pneumoniae, and Pseudomonas aeruginosa: Fungi of Microsporum canis. 

[APPLICATIONS:] A 1% solution n/VTRKON-S i~ recommended as a "one step" cleaning and 
disinfecting procedure for all surfaces, equipment, instruments, utensils and ca!(es f caging 
systemsjwithin [associated with][Veterinary Medical Hospitals,] [infection.c; di ease wards,] 
[ quarantine areas,] [Humane Society facilities,] [laboratory animal quarters,] grooming and boarding 
facilities, kennels, catteries and animal transportation vehicles. 

Do not immerse metal objects in VJRKON-S for long periods - 10 minutes is maximum contact time . 

STORAGE AND DISPOSAL 
STORAGE: Store in a coo~ dry place in tightly closed container away from children. Always 
replace lid after use. 
DISPOSAL: Wash empty container thoroughly and dispose in trash. Do not mix this product with 
other chemicals 
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ULTRASONIC BATH DISINFECTANT DIRECTIONS: 
U$e LONZA FORMULATION R..s2.F to disinfect hard 
nonporous noncritical objects compatible with Ultrasonic 
cleaning units. Pour fresh solution of ½ oz. of Looza 
Fonnulation R-82F per gallon of water ( 1 :256) drectty into 
bath chamber. Pre-<:lean heavily soiled objects. Place objects 
into unit and operate for a minimum of 10 minutes, according 
to the manufacturer's directions. Remove objects and wash 
with s ente water (sterile water for injection) or allow to air dry. 
Prepare fresh solution for each use. 

SANITIZING NON-FOOD CONTACT SURFACE 
DIRECTIONS: 
Add {mix) ½ oz. per 4 gallons of water to sanftile hard 
nonporous surfaces. Treated surfaces must remain wet for 60 
seconds. 

SAN\TIZJNG FOOO CONTACT SURFACES: Use ½ oz. 
Lonza Formulation R-82F per 4 - 5 ½ gallons of water {200 -
150 ppm) for sanitizing and cleaning of equipment and 
utensils in food processing, dairy Industry, bars, restaurants, 
instltutional kitchens, meat and poultry proces-slf1g plants and 
farms. Oo not rinse with water. 
For heavily soiled equipment or utensils, pre-wash with Loou 
Formulation R-82F. Rinse with clean water then apply 
recommended dilution of Lonn Formulatior. R-82F with a 
cloth. coarse mechanical spray devioe (spray sumce until 
thoroughly wetted) or immersion. Treated surfaces must 
remain wet for one minute. Prepare a fresh solution ror eve<y 
use. DO NOT reuse mechanically applied use solution for 
sanitizing. Lon.ta Formulation R-82F can be used In 
accordance with the U.S. Public Health SeMce food service 
sanitization recommendations. 

U.S. PUBLIC HEAL TH SERVICE 
FOOD SERVICE SANITZATION RECOMMENDATIONS 

CLEANING ANO SANITIZING: Equipment and utensils 
shall be thoroughly pre..flushed or pre-scraped and when 
necessary, pre-soake<j to remove gross food particles and 
soil. 
1. Thoroughfy wash equipment and utensils in hot 

detergent solutlon. 
2. Rinse utensils and equipment thoroughly with clean 

water. 
3. Sanitlze equipment and utensils by Immersion in a ½ oz. 

per 4 - 5 ½ ganon solution of Lonza Formulation R-
82F (200 - 150 ppm active) for at least 80 seconds at a 
temperature of 75°F. 

4. For equipment and utensils too large to sanitize by 
Immersion. apply a ½ oz. per 4 - 5 ½ gaffon solution of 
Lonza Formulation R-82F (200-150 ppm active) by 
rinsing, spraying or swabbing until thoroughly wetted. 

5. Allow sanitized surface to drain and air dry. Oo not 
rinse 

' ... 
'7 a 

POUL TRY ANO SWINE PREMISE DISCNFECTION 
DIRECTIONS: 
Remove all animals and feeds from premise$, vehides, and 
enciosures such as eoops and cnrtes. Remove arr litter, 
df'Of)f)ings and manure from floors, wans and surfaces of 
barns, pens, stalls, chutes and other fao1ities and fixtures 
ocx:upied or traversed by anlmals. Empty all troughs, racks 
and other feeding and watering appliances. Thoroughly clean 
all surfaces with soap or detecgent and rinse with water. Use 
½oz.of LONZA FORMULATION R-82F per gallon of water. 
SattJrate surlaces with the recommended disinfecting solution 
for 10 minutes. Immerse all halters. ropes and other types of 
equipment used in handling and restraining animals, as well 
as fortes, shovels, and scrapers used for removing letter and 
manure. Veotilate buHd!ngs, car... trucks. coo~ and other 
dosed spaces. Do not houso animals oc employ equipment 
until treatment has been absorbed, set °' dried. Thoroughly 
scrub treated feed racks, manger,, troughs. automatic 
feeders, fountains and waterers with soap or detergent, and 
rinse wlth potable water before reuse. 

HA TCHER1ES: Use ½ oz. of LONZA FORMULA TlON R-82F 
pet gallon of water to treat the following hard nonporous 
surfaces: hatc:hers, setters, trays. racks. carts, sexing tab1es, 
delivery trucks and other hard surfaces. leave all treated 
surlaces wet for 10 minutes or more. Tooo allow to air dry. 

VEHICLES: Clean all vehicles including mats, crates, cabs 
and whe$1$ with high pressure ~er and LONZA 
FORMULATION R-82F. Use½ oz. of LONZA FORMULATION 
R-82F pee gallon of water to treat all vehicles. leave all 
treated surfac:es wet ror 10 minutes or more. 

SHOE BATH SANITIZER DIRECTIONS: To prevent tracking 
harmful organisms into animal areas, shoe baths containing 
one inch or freshly made solution shoutd be placed at all 
entrances to buildings and ha cheries . Scrape waterproof 
WOfk boots and place In a ½ oz. per ~ g ailoos of water 
solution for 60 seconds pri0< to enteri~ area. Change the 
solution in the bath daily or rJlOre oft~ if solu+...ion appears 
diluted or soiled. 

DRESSING PLANT DISINFECTANT OIRECTIONS: Disinfect 
equipment. utensils, walls and floors i.n poultry and animal 
dressing plants. Disinfect offal rooms, exterior walls and 
loading platforms of dressing plants. Co"er or remove all food 
and pacicagiog materials. Remove all heavy soifs priOl 10 
application. Saturate all surfaces with a ½ oz. of Lonia 
Formulation R-82F per gallon of water solution. Scrub to 
loosen all soils. Surfaces must remain wet for 10 n;i:'l:.1t~. 

thM thoroughly rinsed with potable water before o~rotions 
are resumed. • • , 

ACCEPTED 
with coMMENTS 

tn EPJ\. Letter Date<t 

DH t 4 lUI 

. .. ' ., . . . . . .. ' 
• 

' ( ' 
' ' " . .. 

• • •• f. 

• 
• • 
C f t' <f f I 

' 

• 
Under tt\iS fe&nl mse_ctlcide, 
~cide, and Rod~~de Act aa ,. 
__ .....,iaot4 fnt ll\e pesttcide..~ / ~ ':J / 

11 Irr.\ t 

6 C 4. & 

I • • t 

• • •••• 
311



04/25/2001 WED 12:31 FAX 301 652 5408 
t 

DELTA ANALYTICAL CORP 

e 

• 

e 
e 

Mr. Jeff Kempter, Senior Adviser 
Antimicrobial Division., OPP 
US EPA 
Washmgton.. DC 20460 

~ 
DELTA 

ANAL Y'l1CA.L 
OORPOAATION 

April 25. 2001 

Subject: Virk:on S; EPA Reg. No. 62432-1; Amendment to Add Use Sites; State of 
Vermont 

Dear Jeff: 

Followini up on our telephone conversation tbis morning. enclosed please fmd the followini 
documents in support of ctn amendment to the V'II'kon S rc~tration: 

• Application for Pesticide Registration (EPA Form 8570-1) 
• Proposed Product Label (5 copies) 

The proposed amendatory language is highlighted I understand the text bas been previously 
discussed with Phil Benedict of the Vermont Department of Agriculture. 

Please note that the proposed label also changes the percent active ingredient from the current 
star:rtped label This change was recently requested during reregistration, but as yet we have not 
received the stalllped label incorporating it. You may want to discuss this matter with V croni.ca 
Dutch or Maria Piansay, 

Let roe know if you have any questions regardlng thi~ submission or tf I need to supply additional 
infonnation. Thanks for your assistance. 

S~ely, 

T. Jeffrey Jones, Agent 
Antee International Ltd. 
Enclosures 

7910 Wood.tnon Avenue S1lite 1000 Bothosdo, Maryland 2081'1 
(301) 652,-5495 FAX (3lH) 6~2-~08 

lit;Joo1 
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&EPA 
United Sait•• 

Environmental Protee1ion Agency 
Wa1Jhlngto"' DC 2.0480 § Registl'Btion 

Amendment 
Other 

Application for Pesticide - Section I 

~002 

1. C'ompa.nyJProd\lct Nurnb1r 
62432·1 

4 . Comp1tnvl?roduiet fNameJ 
Viri(on S 

2. eP'A Product Mil\8Q11r 

Adam Haywatd 

PMI 
#34 

3. Pro510Md aa,atlctdion 

~ Nono O R'"oiel.d 

s, ~-• a11d .llddre•• •f Applicant (lndr.ld• ~P Cod•J 
Antee lmamarlonal Ltd. c/o D~lte. An~yriea,I Corp. 
791 o Woodmom Ave., Suite 1 000 
Bethesda, MD 20814 

6. &pcditecl ~w. 11'1 ac;.cordanca with FJFRA Section 3(<:1(31 
Cb)(IJ, my prod~ Is similar or iOentical in c:.omoositian and labeOng 
to: 

EPA Rag. No,------- - - - - ~ - --- - -

Arr..ndmenr - ~n b.Jow. 

l\loaficellon - ~tin b.to111. 

Product Name 

Section - II 

LJ 
D 
D 

~ pMTed lab.I in hlpllClfl .. ta 
AVttf1CV lai,:er dat.d 
•Mo Too• .Apl)fi•lion. 

Dt*1or • Explain below , 

ation: U111 addilional P-O•I•) if ~s.ry. (For Hc'lion I and lll111C1ion II.) 

Amendment to add new use sila,i.: uuclut, wa1er-resislanl fcoM'nr 81'1d anoclated aqupn,eru and lnslnlfflanb_ 

1. MamW Thill Pr•,1411:1 

(:hild·R .. lsuint Pack11111in9 

Ye• 

Na 

If ·v •• • Na_ pe, 

Section - Ill 

2 . Type of COlltlllne, 

~tal 
l"MOC 
GlaH a:~ 

a=,must Uni, ~;inll -.riJI- com:aln•r 
1'1111.~--I Peper ...,.__......J Other ($peeiry1 _ _ _ _ __ _ 

15 . Manr,er in Which L.bel is Affbi.ci hi Ptcdlct 

Section - IV 

Name Tldi, Telephone Mo. tlnd"4• AIM Coda) 

Jett Jones Agent, Antee lntematlOflal Ltd_ 301 652 5495 

Certification 
I eenlfy 1JIO'l tha sUlllffl'IOffUI I hw• m_,o ~ 'Ow foffft •rd atta:hfTw,ms lhofllto .,. 1n1111, •o~ and comt,l.i., 
I ac:k:no""1ad90 that 8ffV llno~ly f.alu ar mial..dlnv atatM'll!1ttt m.y ho puniahaNo by fine w i1..,tNffnwrt or 
l)om undo, """'d lo law. 

,4. T~od No11n11 
Jeff Jones 

EPA Form ano-1 ( H. 3-Ml,Pt ..... ous edition•.,. oti.olot•. 

s. ,, ... 
. Agent, Antee International Ltd. 

_o.c. 
25 APR2U01 

6 . 0.,.•,spOe.SOn 
~ 

(Stamped) 

. .... ~ .. ,, ··~ 
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VIRKON-S °' 
BROAD SPECTRUM DISINFECTANT 

For Use in Cleaning and Disinfecting Industrial. Animal and Agricultural Facilities 

{VJ\ 

~~i::~~----- ... ................... C> ~,,ti' ' 
Sodium Chloride... . . . . . . . . . . . • .. . .. . .. . . . .. .. . . . . . . . . . .. . . . . . l .S 0 

INERT INGREDIENTS... ................................. 77.08% 
TOTAL. ...... .. ... , ... ............ .... ....... ..... ............. 100.00% 

Equivalent to 9.75% Available Chlorine 

KEEP our OF REACH OF CIIlLDREN 

DANGER 

See Back [Side] Panel[s] fur Additional Precautions 

_ lbs. L)NetWeight 

Page 1 

BPAReg. No. 62432-1 EPA Est. No. 62432-EN-001 

ANTEC INTERNATIONAL LID. 
Wwdham Road, Chilton Industrial Est.ates 

Sudbury Suffo1k COIO 6XD. England 
Tel: (l 787) 77305 Telex: 987495 Fax: (1787} 310846 

VllUCON S is a registered trademark of and mauufaotured by Antee International Limited 
US Patent No. 4822512 
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EQUINE BACTERlA 
Clostridium perfringens 
Fistulous witbera {Poll Evil) 
TayJorella equigmitalis 
Stn:rpt.c;,c<x;c cqui (St:mlg)es) 
Pseudmnonas mallei 

(Olandtu) 
Bordetclla bronchiseptic.a 

EQUINE VIRUSES 

African Horse Siclcness 

e Arn.can Vrral Arteritis 
(Pink Eye) 

CoitaIExantherma 

• Myeloencepbalopathy 
RhinopDCJmOnitis 
Equine Infei:tious Anemia 

(Swaiq, Fever-) 
EquiDc papillomatosis 
Equine Contagious Abortion 
Adeoovirus Pnmmonia 
Equine InflueDZl (The Cough) 

EQUlNE RJNGI 

Trichophyton spp. (.Ringworm) 
Trichophytoo spp. 

e (MudFevr.r) 
Fusarium rrxm.iliforme 

• BOVINE BACTERIA 
MoruelJa bovis 
MycobaCtcriumbovis 
Haemopbilus SOIIlllUS 

BOVJNEVlRUSES 
Calf rotavirus 
Inftctive Bovine 

.Rhioafnc~ 
B~ Admovirus Type 4 
Pscudorabics 
Foot & Mouth Disease 

BOVlNEPUNGI 
Fusarium ~ 

DELTA ANALYTICAL CORP 

EFFECTIVE AGAINST: 

POULTRY BACTERlA 
Streptococcu.s pyogcnes 
Catnpylobacter pyloridis 
.Klebsiclla pD!UOlOniae 
&cherichia coli 
Salmonella typhimurium 
Salmoo.ella choleaesuis 
Pseudomonas aeruginosa 
St.aphylococcus aureus 
Staphylococcus epidenni.dis 
Mycoplasma gallisepticwn 
Clostridium pcrfringens 
Bordc:tclla avium 

POUL TRY VIRUSES 
Newcastle Disease 
Infectious Bronchitis 
Tnfectious .l3W'Dl Disease 
Avian Lazyngotrachdtis 
Avia.D.lDfluc,nm 
Man:k's Disc:ase 
Egg Drop Syndrlllnl 

.Adflll.ovirus 
Turkey He:tpes Virus 
Dack: Herpes Virus 
Duck Viral Enteritis 

POULTRY FUNGI 
Aspcrgillus fla~ 
Aspcrgillus filmigatus 
Candida albic:aus 

Page2 

SWINE BACTERIA 
Bordetella brouchiseptica 
PasteureUa mu.lt.ocida 
Actinobacillus 

pleuropnc:1unonia 
Trq,oru:ma hyodysenteda 
CJOS1Iidiw:n perftingem 

SWINE VIRUSES 
Hog Cholera 

swine Influenza 
Porcine parvovirus 
Rotaviral diarrhea 
Vesicular stomatitis 
Pseudorabies 
Porcine RJ:productive and 

Respiraroiy Syudroim 
{PRRS) 

African Swine Fever 
Foot and Mouth Disease 

SWINE FUNGI 
Fusarium monilifonDQ 

COMP ANION ANJMALS 
BACTERJ.A 
Stteptocoocus aureus 
StreptococaJS pyog~ 
Klcbsiclla pncwDODiac; 

~eudommaa aeruginoea 

VIRUSES 
Ca.uinc Parvoviras 
D~cc 
Leptospira c:anicola. 
Feline parvovirus 
Feline herpes 
Feline calicivirus 

FUNGI 
Microsporum canis 

c:\antec\Virkon S labc:lproposal 25 April.2001.wpd 
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PRECAUflONAllY STATEMENTS 

HAZARDS TO IDJMANS AND DOMESTIC ANIMALS 

DANGER 

Page3 

owder is oorrosive. Causes skin bwns and irreversible ~e damage. Harmful if swallowed, absorbed tbr 
skin. or inhaled. Do not get in eyes, on s~n, or on clothing. Wear protective clothing and rubber gloves. A void 

reathing dust. Wear goggles. face shield. or safety glasses. Wash thorougbly with soap and wat after haodlrog, 
emove contruninated clothing and wash before reuse. Corrosive statement refers to powder only not in us 

solution 

FIRSTAJD 

IF lN EYES: Hold eyelids open and flush with a steady, gentle stream of wa.ta for J 5 minUteS. Get prompt 
meclical attention. 
IF ON SKIN: Wash with plenty of soap and wab:l". Get medical Qttention if irritation persjsts, 
IF INHAI..ED~ If symptoms of coughing. choking, or wheezing are ttou.blcsomc,. remove to fresh air and seek 
medical atte'lltion. 
!F SW AU.OWED: DriDk promptly a large quantity of water. A void alcohol Get immediate mediall a~n. 
NOTICE TO PHYSICIAN: Probable mucosal damag~ may comrairulicatc the use of gastric lavage: 

BROAD SPECTRUM DISINFE9'f ANT 
vm.KON-S is effective against numerous microorganisms ai!ecting anilmls: viruses, gram positive and gram 
negative bactmia.. fimgi (molds and yeasts). and myeoplastna. Efficacy was detennincd in the presence of bard 
water and organic material. VIRKON..S passes tire A OA C gemricid,ll IDld deter-gent umitirP tut al rz 
co11centr«tion of0.51' (1:200) la Ou!, presentt o/200 ppl'd lurrd woter. 

DIRECTIONS FOR USE 
Federal lawprohibils use of this product in a mumer incons.istmt with its labeling 

• Thia powda form.m is ea.illy diluted for use in tna11'U8I or macbinc. opera~. 

f/IllXON.S DILUTION CH.A.RT 
Fill co'lllabter with duird 1111W11nt of water and allll J/11CKON..S pt1Wder tD aclli,we JUollUltmdd solatitJ11 
conce,,rrotum. 

C!P•Blity af Wate .4.,ou,ct of P~ for l" Soludon .;4mdllJII 11f Ptlt'lda for 21' Sol.atio,t 

10,#'1 0.5 °"'"cu a. 7 0"11,(;a 

1 G,1/o,, J..Jauncu 2. 7 orDl~S 

10 Gflllo1J6 JJ.4 Ol,IMllSS' J6.7alUICU 

50 G"1/Dns 66.8once, 133.S oucu 
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Add [1.3 oz. (1 $Coop) of VIRKON-S] [the co11tents of one JIIRKON-S packet} to one gallon of 
warm water. Sohaiorr.s are stable for 7 d11ys. Do not soak met.al objects for long periods - IO 
minutes is maxitrillm ne,;essuy contt,t:t tune. One glllkm of solutio,i is suflidetat to treat 115 sq. 
ft. 

POUL1RY [AND RATITE PRODUCTION) 

CONTROLS: Viruses ofNewcastle Disease Infectious Bronchitis, Infectious Bursal Disease, Avian 
LmyDgotncheitis, Marek's Disease, Egg Drop Syndrome. Avian Influenza, Turkey Herpes Virus and 
Duck Viral Enteritis_ Fungi (molds and yea.~ts - Aspergillus flaws, Aspcrgillus fumigat:us and 
Candida albicans. Bactc:ris.- Streptococcus pyogenes, Campylobacter pyloridis, Klebsiella 
pneumoniae. Escherichia. coli. Sa..lmonella typhimurium, Salmonella chlocraesuis, Pseudomonas 
aeruginosa. Staphylococcus aureus, Staphylococcus epxie:rmidis, Bordetdla aviwn a.nd Mycoplasma 
gallisepticum. 

HATCHERIES: VIRKON-S at 1 % solution can be usd fur cleaning and disinfecting hatchets, setters, 
evaporative coolers, humidifying systems, ceiling fans, chicken houses, transfer trucks. trays, and plastic 

. chicle bo~ (use 2% solutiou for Mycoplamla. Aspergillus flavus and Aspergillus fumigatus). 
VIRKON·S lit J ... 2¾ sohltion is recommellded for use in fogging (wet misting) operations as a 
suppk111ental Metmm:1 either before or after regular clc:anmg and disinfecting procedures. Fog (wet 
mist) until the area is moist using automatic foggers according to matrufacturer's use directions. 

BROll..ER/BREEDER HOUSES: Remove chickens {birds], feed, and water troughs, the" remove 
manur~ a-,,d litter. Spnzy floor, and walls with YJRKON-S aJ 1 ¾ solution, Thoroughly wash watcrcrs 
and feeders with a 1 % solution ofV1RKON-S (use 2¼ solution for Mycoplasma, Aspergmus tlavus and 
Aspergillus fumigatus) . A.ft.er cowtactfor 10 ,nt,uaes, rinse with wat.e.r. Do "JtOt house poultry or use 
e:quipment until 0¥!llbl'ler1I httS dried. 

FOR A1R SANITIZING: Use VIRKON-S at 1-2% sohrtion, tmd fog until surfaces a.re moist. Allow 
at least 2 hours before entering treated t1re11. Rhue foggen and sp,ayers with wain follDwing uu . 

PROCESSING PLANTS: Spray VIRKON-S at In sobltio-,, to disinfea1Z11d clean waJls, ceilings lllld 
floors. 

SWINE [PRODUCTION] 

CONTROLS: Viruses of Hog Cholc:ra, Swine influenza. Porcine Parvovirus, Pseudorabics, Porcine 
Reproductive and Respiratory Syndrome (PRRS)~ Rotoviral Diarrhea. African Swine Fever and Foot 
and Mouth Disca.se. Bacteria of Plemopneumonia, Trepo:n.e:ma hyodyse:nteriae, and Clostridium 
perfiingens. Fungt Fusarimn moniliforme. 

VIRKON-S ar l'¼ sc,b,tiun is recommended for cleaning ,md disinfecting farrowiQg 1111its, 
twnUUIS, finulrtu ho11n1, processing plants (~e .a 2% solution for Mycoplasma. Aspergillus flavns 
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VIRKON-S at 1-2% sohltion is recommended for use in fogging (wet misting) operations or as a 
su.pplemen-tal Measure either bejon or flfter r~ cleaning and tlisinfectirrg procedures. Fog 
(wet mist) until the area. is moist using automatic fuggers acoording to manufacture,s use directions. 
Rilfse foggen and Jprayers witJ, water following use. 

EQUINE [PRODUCTION] 

BROAD SPECTRUM EQUINE DlSINFECTANT/DETERGANT/W ASH FOR CL:EANlNG AND 
DISINFECTING STABLES. EQUIPMENT. AND AERIAL DISINFECTION 

CONI'ROLS 
Virasi:s of A:fiican Horse Sickness. Equine Viral Arteritis (Pink Eye), Coital Exanthenna,. 
Myeloencephalopathy, Rhmopneumonitis, Equine Contagious Abortion.. Equine Pap:illomatosis, 
Equine Infectious anemia (Swamp Fever), Adenovirus Pneumonia. Equine Influenza (The C.ough) 
and Rhinitis. Bacterial: Clostridial Dianh~ Fistulous Withers (Poll Evil), Taylorc:lla equigenitalis. 
Bordctella broncbiseptica, Streptococcus equi (Strangles) and Psell.domona.s mallci (Glander,). 
Fungi: Dermatophytosis (Ringwonn), Dennatophylosis (Mud Fever) and Fusariuxn monilifonne. 

APPLICATIONS: For cleaning and disinfedi11g ail surmces, equjpment, utensils and instruments in 
Veterinfily practices [, kennels. stables. catterics, etc]. 

USES: 

Stables, [Horse Boxes. ][Box ]Stalls, Tack ,[Equipment,] and Feed Rooms: Thoroughly clean and 
dry [dry clean] surf«cu, then wash the area manwilly or with pressure washer ~ith a 1 % VIRKON­
S solution. Rinse with clean water. 
Blankets, [Saddle Pads J [ and] Rugs: Shampoo by hand or spray lightly with a band-sprayer and 
leave to dry. Shake or vaauum to remove residue. 
Aerial Spraying to control airbome diseases: Use a hand [or knapsack] sprayer with fine setting> 
or~ outomatic spraying system. Spray 4 J% VIRKON-S sobdion for 2-3 minutes twice daily [, 
first thing in the mo.ming and last thmg at night]. Ri:lrse sprayers witlt w,iter after we. 

BOVINE [PRODUCTION] 

CONTROLS: Viruses of Calfrotavilus lafectious Bovine Rhinotracheitis, Bovine Adenovirus T}'pc 
4 and Pseudorabies ... ... . ; Bacteria of Manxella bovis, Ha.emophilus SOIIIDllS 

and Myoobactcrium bovis; Fm:igi of Fusariwn monilifurme. 

A 1% sobaion o/VIRKON-S is recomrnco.ded tu dean Pd dist,, ect areas 
housing [stabling}, hospital (quarantine) pens, feedlot facilities, 
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COMP ANION ANIMALS 

CONTROLS: Viruses Canine Parvovirus. Distemper, Leptospira canicola. Feline parvovirus, Feline 
herpes and Feline calicivirus. Bacteria of Staphylococcus aureus, Streptococcus pyagenes, KlebsicUa 
pncumo~ and P eudomonas aauginosa.; Fungi of Microsporu.m canis. 

(APPLICATIONS:] A 1% sobltioh o/VIRKON-S is re,commended as a "one step" cleaning and 
disinfecting procedure fur all surfaces. equipment, .instruments, uten.~ils and ages [ caging 
systemsJwithin [associated withJ[Veterinacy Medical Hospitals.] [infections disease wards,) 
[ quarantine areas,] [Humane Society facilities,] [laboratoiy animal quarters.] grooming and boarding 
facilitiu, kennels, catteries and animal transportation vehicles. 

Do not immerse metal objects in VIRKON-S for long periods - 10 minutc:s is maximum coutact time . 

STORAOE AND DISPOSAL 

STORA.OE: Store in a cool, dry place m tightly closed conta.insr away from children. Always 
eplace lid after use. 
ISPOSAL: Wash empty container thoroughly and cmposc in tresh. Po mix this product with 

other chemicals 
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SYMBOL 

UN lTED ST A TES ENVIRONMENT AL PROTECTtON AGENCY 

Antee International Ltd 
c/o Farnam Companies, Inc. 
301 West Osborn 
Phoenix, AZ 85013 

Attention: Dr. Douglas H. Ross 
Agent 

Subject: Virkon S 
EPA Registration Number 62432-1 

MAR I 9 1998 

Your Submission Dated September 26, 1997 

In response to your ubmission of September 26, 1997 regarding the proposed labeling 
changes for the above product, the following comments apply. 

The proposed label, EPA pinpuched October 1, 1997, is unac~eptable for the following 
reasons: 

1. The labeling claims against Bacillus cercus, bacillus subtilis, camplobacter jejuni, 
Chlamydia psittaci, Erysipclothrix rhusiopathiae, Listeria monocytogenes, 
Pasteurella hemolytica, Salmonella enteritidis, Shigella sonnei, and Parainfluenza 
virus, are all human health related microorganisms and require the submission of 
efficacy data to support the claims. 

2. If you wish to make claims against bacillus sp spores, the data must be developed in 
accordance with the DIS/TSS-9 enclosure, which outlines the data requirements for 
sporicidal products. 

3. All other claims against vegetative bacteria and viruses, you must submit data in 
accordance with the rnsrrss 1, 2, 3 and 7 enclosures. 

4. Until the required data has been submitted to support the label claims against 
the micoorganisms listed in number 1 above, those microorganisms must be 
removed from the label. 

COHCURR!HC!S 

.................................................................. ······ .................................... . 
............... .................. . ....................................... ········-····· -·····-········- , ................ . 

PrinJt.d an Rt.cyclt.d Paper OFf'ICIAt. FlLE COPY 
'{? U.S. OOVERttMENT PAINTING OFFICI:. 1986 • 611HS7 
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For further review of the labeling results, please refer to the Efficacy Evaluation dated 
March 19, 1998. 

If you have further questions, please contact Michelle Wingfield at (703) 308-6349 or 
La Verne Dobbins at (703) 308-6378. 

Enclosures: DIS/TSS(s) I , 2, 3, 7 and 9 

i;;;; &ffe 
Adam Heyward 
ProductManager(34) 
Regulatory Management Branch II 
Antimicrobia1s Division (7510W) 
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RISK ASSESSMENT & SCIENCE SUPPORT BRANCH 

TEAM 2 - EFFICACY EVALUATION 

ANTIMICROBIALS DIVISION 

Date EPA Rec'd: 09/26/97 

Project Return Date : 3/25/98 

Date EET Rec'd: 09/29/97 

Review Start Date: 3/19/98 

Review Complet ion Date:ra:/glf9~:l8d, 
Reviewed By:Michele E. nin_ i __ MicrobiologiseA,,,ll~ 

LAN Code: _.....,_6=2_._4""'3_2_-1=-.:...;. 3,._9"8=-------- - - - ----- - --- - --

EPA Reg. No. or File Symbol: _ _ ---""6=2-4=3=2_--1 _ _ _____ ___ _ _ _ 

EPA Petition or EUP No. : ____ ___._~.....,_ _ _ _ ___ _ _ _ _ _ __ _ 

Product Name:__.,V~i~r~k~o~o~s,_ _ _ ___________________ _ 

Company Name : Antee International LTD 

Product Type: D'sinfectant 

Product Formulation: Liguid to be diluted prior to use 

Product Manager & Team No.: Adam Heyward PM-34 (L, Dobbins) 

MRID No ( s) : _ _ ........,=n...,,e"------ ------- - - ----- - - - - ­

Submission Purpose : Label review for clarification of efficacy 
requirements. 

ACTIVE INGREDIENT(S} 

Potass i um peroxymonosulfate 
Sodium chlor i de ...... . 

RECOMMENDATION: 

20 .4 i 
1.5% 

The proposed l abel , EPA pinpunched 10/ 1 /97 , is unacceptable 
for the fo l lowing reasons: 

1 . The labeling claims against Bacillus cereus, Bacillus 
subtilis, Camplobacter jejuni, Chlamydia psittaci, Erysipelothrix 
rhusiopathiae, Listeria monocytogenes, Pasteurella hemolytica, 
Salmonella enteritidis, Shigella sonnei , and Parainfluenza virus, 
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are all human heal th related microorganisms and require the 
submission of efficacy data to support the c l aims . 

2. If the registrant wishes to make c l a i ms aga·nst Bacillus 
sp spores, the data must be developed in accordance with the 
DIS/TSS-9 enclosure, which outlines the data requ'rements for 
sporicidal products. 

3. All other claims agains t vegetative bacteria and 
viruses, must submit data in accordance with the DIS/TSS 1 , 2 , and 
7 encl osures. 

4. Un t il the required data has been submi tted to support 
the abel c l aims against the microorgan i sms listed in number 1 
above, those microorganisms must be removed from the l abel. 
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(rev. 8/3/94) 

DIS/TSS-1 Jan 22, 1982 
EFFICACY DATA REQUIREMENTS 

Disinfectants for Use on Hard Surfaces 

(a} Limited efficacy claims. The label of a disinfectant which is effective against 
a specific major group of microorganisms only (e.g., Grampositive or 
Gram-negative} must specify the major group against which it is effective. 

( 1) Test requirements. The AOAC Use-Dilution Method (for water soluble 
powders and liquid products) or the AOAC Germicidal Spray Products 
Test (for spray products} is required. Sixty carriers must be tested with 
each of 3 samples, representing 3 different batches, one of which is at 
least 60 days old, against Salmonella choleraesuis ATCC 10708 (for 
effectlveness against Gram-negative bacteria} or Staphylococcus siureus 
A TCC 6 538 (for effectiveness against Gram-positive bacteria). (Sixty 
carriers per sample; a total of 1 80 carriers.) 

(2} Performance requirements . To support products represented in labeling 
as "disinfectants", killing on 59 out of each set of 60 carriers is required 
to provide effectiveness at the 95% confidence level. 

(b) General or broad-spectrum efficacy clajms . Label claims of effectiveness as a 
"general disinfectant" or representations that the product is effective against a 
broad spectrum of microorganisms are acceptable if the product is effective 
against both Gram-positive and Gram-negative bacteria. 

(I) Test requirements. Use the AOAC Use-Dilution Method or the AOAC 
Germicidal Spray Product Test as in (a)(I). Sixty carriers must be tested 
against each of both S. choleraesuis and S. aureus with each of 3 
samples, representing 3 different batches, one of which is at least 60 
days old. {120 carriers per sample; a total of 360 carriers.) 

(2) Performance regujrements. Same as in (a)(2) above. 

{c) Hospital or medical environment efficacy claims. Label claims for use of 
disinfectants in Hospital or medical environments are acceptable only for 
those products that are effective for general or broad-spectrum 
disinfection and additionally against the nosocomial bacterial pathogen 
Pseudomonas aeruginosa. 

(I) Test requirements. Employ the AOAC Use-Dilution Method or the AOAC 
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Germicidal Spray Products Test as in (a)(I}. Sixty carriers must be tested 
against each of S. choleraesuis, S. aureus, and Pseudomonas aerugjnosa 
ATCC 15442 with each of 3 samples, representing, one of which is at 
least 60 days old. (180 carriers per sample; a total of 540 carriers.) 

(2) Performance regujrements. Same as in (A)(2) above. 

(d) Other microorganisms. Substant iated label claims of effectiveness of a 
disinfectant against specific microorganisms other than the designated test 
microorganism(s) are permitted, but not required, provided that the target pest 
~ l ikely to~ present in or on the recommended use areas and surfaces and 
thus may present a potential problem. 

( 1 ) Test reguirements. Effectiveness of disinfectants against specific 
microorganisms other than those named in the AOAC Use Dilution 
Method, AOAC Germicidal Spray Products Test, AOAC Fungicidal Test, 
and AOAC Tuberculocidal Activity Method (II. Confirmative ln-Vitro Test), 
but not including viruses, must be determined by either the AOAC 
Use-Dilution Method or the AOAC Germicidal Spray Products Test as in 
(a)(I). Ten carriers must be tested against each specific microorganism 
with each of 2 samples, representing 2 different batches. (10 carriers per 
sample, a total of 20 carriers .} 

(2) Performance regu jrements. Killing of the test microorganism on all 
carriers is required. Plate count data, on appropriate culture media, must 
be submitted on each test microorganism to disclose that a concentration 
of at least 1 04 microorganisms survive the carrier-drying step in order to 
provide meaningful results. 
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DIS/TSS-2 Jan 25, 1979 

EFFICACY QAT A REQUIREMENTS 

Supplemental Recommendations 

When an antimicrobial Agent is intended for a use pattern that is not reflected by the 
test conditions specified in the Recommended Methods, one or more test conditions 
specified in the method must be modified and/or supplementary data developed in 
order to provide meaningful results relative to the conditions of use. The following 
basic information is critical to the development and submission of appropriate data. 

1. EXPOSURE PERIOD 

All products tested by the recommended methods may be tested at the exposure 
periods prescribed in those methods. However, if the product is intended for use at 
exposure periods shorter or longer than those specified in the method, the method 
must be modified, in a manner acceptable to the Agency, to reflect the deviation in 
exposure intended. A modification to provide a shorter exposure period is restricted 
by the manipulative limitations inherent in the method, while a modification to provide 
a longer exposure period is restricted by the conditions applicable to the use pattern. 
If a ten·minute exposure period is necessary for the antimicrobial agent to be effective 
against the test microorganism the product cannot be represented as an "instantly 
active" product, or cannot be represented as being "effective in 30 seconds, "one 
minute, 11 or at any time period shorter than 10 minutes. Also, the product cannot be 
recommended for use in a manner which is inconsistent with the exposure period 
necessary for effectiveness (as, for example, "Spray on surface, and immediately wipe 
with clean cloth") unless the standard method has been modified and reflects efficacy 
under such conditions of use. In any case, the exposure period or manner of use 
necessary to provide efficacy must be featured prominently on the product label. 

2. TYPE OF SURFACE 

When an antimicrobial agent is intended to be effective in treating a hard porous 
surface, some of the Recommended Methods may be modified to simulate this more 
stringent condition by substitution of a porous surface carrier (such as a porcelain 
penicylinder or unglazed ceramic tile) for the non-porous surf ace carrier (stainless steel 
cylinder or glass slide) specified in the method. In addition, control data, described 
below in Supplemental Recommendation No. 6, must be developed to assure the 
valldity of the test results when this modification of the method is employed. In no 
case may a surface carrier which represents a ~ stringent condition be substituted 
for a surface carrier which is specified in the Recommended Method. 
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3. HARD WATER 

The Recommended Methods may be modified to demonstrate the effectiveness of an 
antimicrobial agent in hard water. The hard water tolerance level may differ with level 
of antimicrobial activity claimed. To establish disinfectant efficacy in hard water, all 
microorganisms (bacteria, fungi, viruses) clalmed to be controlled must be tested by 
the appropriate Recommended Method at the same hard water tolerance level. 

4. ORGANIC SOIL 

An antimicrobial agent identified as a "one-step" cleaner-disinfectant, cleaner-sanitizer, 
or one intended to be effective in the presence of organic soil must be tested for 
efficacy by the appropriate method (s) which have been modified to include a 
representative organic soil such as 5% blood serum. A suggested procedure to 
simulate in-use conditions where the antimicrobial agent is intended to treat dry 
inanimate surfaces with an organic soil load involves contamination of the appropriate 
carrier surface with each test microorganism culture containing 5% v/v blood serum 
(e.g., 19 ml test microorganism culture $ 1 ml blood serum) prior to the specified 
carrier-drying step in the method. Control data, described below in Supplemental 
Recommendation No. 6, must also be developed to assure the validity of the test 
results when this modification is incorporated into the method. The organic soil level 
suggested is considered appropriate for simulating lightly or moderately soiled surface 
conditions. When the surface to be treated has heavy soil deposits, a cleaning step 
must be recommended prior to application of the antimicrobial agent. The 
effectiveness of antimicrobial agents must be demonstrated in the presence of a 
specific organic soil at an appropriate concentration level when specifically claimed 
and/or indicated by the pattern of use. A suggested procedure for incorporating 
organic soil load where the antimicrobial agent is not tested against a dry inanimate 
surface, such as the AOAC Fungicidal Test involves adding 5% v/v blood serum 
directly to the test solution (e.g., 4. 75 ml test solution + 0.25 ml blood serum) before 
adding 0.5 ml of the required level (5 X 106 /ml) of conidia. 

5. RE-USE 

The Recommended Methods are designed to demonstrate efficacy of a freshly 
prepared antimicrobial solution intended for a single application. When the same use 
solution is intended for repeated applications, testing must be conducted in accordance 
with a test protocol specially designed to demonstrate retention of the claimed level(s) 
of antimicrobial activity in the use solutlon after repeated microbial and other 
appropriate challenges (such as supplemental recommendations indicated above) and 
stress conditions (such as an inadvertent or incidental dilution inherent in the use 
pattern) over the period of time or number of times specified in the directions for use. 
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6. MICROORGANISM SURVIVAL AFTER DRYING ON A HARD SURFACE 

Quantitative determinations of the viable microbial concentration on the untreated 
control carrier after drying are required in order to determine the validity of the test 
results obtained with treated carriers when the Recommended Methods are modified 
to include such elements as (i) test microorganisms not specified in the method, (ii) 

substitution of a porous surface (e.g., porcelain penicylinder, unglazed ceramic tile) for 
the specified nonporous surface (stainless steel cylinder, glass slide), and/or (iii) an 
organic soil load. The detailed protocol for this testing must include: (i} preparation of 
inoculum, (ii) application of inoculum to the carrier, {iii} the time/temperature and 
relative humidity conditions for drying the microorganisms on the carrier, (iv) the 
technique for removal of the microorganisms from the carrier, and (v) the specific 
assay procedure indicating such details as replication, subculture media/diluents, and 
the incubation time/temperature conditions for the enumeration procedure employed. 
The test results must include the individual counts obtained by the method. 

7. NEUTRALIZATION 

For each antimicrobial product, procedures must be employed that will preclude 
residual effects of the active ingredient(s) in the subculture medium. A specific 
medium capable of neutralizing the antimicrobial effects of a product (whenever one 
is known) should be employed prior to the microbiological assay. Some of the 
Recommended Methods rely solely upon the selection of an appropriate subculture 
medium to neutralize the antimicrobial effects of certain general types of chemical 
compounds (active ingredients). However, to document absence of residual effects of 
the active ingredient(s) in the subculture medium, the following testing is necessary: 
(i) secondary subcultures must be performed to demonstrate that antimicrobial effects 
were overcome, or (ii) at the conclusion of the incubation period specified or employed 
in the method, the primary culture medium with test carrier must be inoculated with 
approximately 1 0 microorganisms/ml of the specific culture under test (documented 
by actual plate counts) and reincubated for the specified period to demonstrate that 
the subculture medium was capable of supporting bacterial growth. 

8. BATCH REPLICATION FOR MODIFIED TESTS 

Where the required batch replication illl§. already Q..eJll performed and accepted for a 
product registration with unmodified tests by the Recommended Methods, additional 
testing at the same use concentration under modified conditions (e.g., different 
exposure period, presence of organic soil or hard water, porous surface carrier, etc.) 
may be conducted with reduced batch replication, as follows: (i) for basic efficacy 
claims (e.g., sterilizers, disinfectants, or sanitizers), 2 samples, representing 2 different 
batches, instead of 3, and (ii) for supplemental efficacy claims (e.g., fungicides, 
virucides, or tuberculocides), one sample instead of 2. 
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DIS/TSS-3 Jan 29, 1979 

EFFICACY DATA REQUIREMENTS 

Reporting of Data 

Systematic and complete descriptions of the tests employed and the results obtained 
are essential for proper review and evaluation of product performance by the Agency. 
All test reports must include identification of the testing laboratory or organ ization, 
when and where the tests were conducted, and the name of the person(s) responsible 
for the conduct of the tests. 

( 1 ) Recommended Methods, When the Recommended Methods (such as standard 
AOAC tests) are employed to develop efficacy data, certain minimal information 
must be provided in t he test report. The report must include, but is not limited 
to, the following: 

(a) 
(b) 

(c} 

(d) 

(e) 

(f} 
(g) 

(h) 

(i) 

Test employed, and any modifications thereto; 
Test microorganisms employed, including identification of the 
specific strain {ATCC or other); 
Concentration or dilution of product tested and how prepared; 
Number of samples, batches, and replicates tested; 
Preparation date of each product batch (individually formulated 
preparation of the product; 
Phenol resistance of test microorganisms (actual test results); 
Identification of all material or procedural options employed, where 
such choice is permitted or recommended in the test method 
selected (for example, growth media, drying time for inoculated 
carriers, neutralizer and/or subculture media, secondary 
subculturing); 
Complete report of results obtained for each individual replication; 
Any control data essential to establish the validity of the test. 

(2) Modification of Recommended Methods. Where Recommended Methods are 
significantly modified to support specific claims and/or use patterns for a 
product, the protocol employed for modifying the test must be provided in 
specific detail with the test report. The applicant may submit t he proposed 
modification for review and evaluation prior to initiation of the test. 

(3) Other Methods. When Recommended Methods, or modification thereto, are not 
employed to develop efficacy data (such as actual in-use or many kinds of 
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simulated-use testing), complete testing protocols must be submitted with the 
test reports. All materials and procedures employed in testing must be 
described in a manner consistent with original research reports published in 
technical or scientific journals. Where references to published reports or papers 
are made, copies or reprints of such references should be provided with the test 
reports. Proposed testing protocols for in-use or simulated-use studies of this 
kind may be submitted for review and evaluation by the Agency prior to 
initiation of the tests. 
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DIS/TSS-7 / Nov. 12, 1981 

EFFICACY DAT A REQUIREMENTS: 

VIRUCIDES 

(Proposed method prepared by Registration Division, Office of Pesticide 
Programs, EPA, 1976) 

The Agency will accept adequate data developed by any virological technique which 
is recognized as technically sound, and which simulates to the extent possible in the 
laboratory the conditions under which the product is intended for use. For virucides 
whose use-directions identify the product as one intended for use upon dry, inanimate, 
environmental surfaces (such as floors, tables, cleaned and dried medical instruments, 
etc.), carrler methods, which are modifications of either the AOAC Use-Dilution 
Method (for liquid surface disinfectants) or the AOAC Germicidal Spray Products Test 
(for surface spray disinfectants), must be used in the development of the virological 
data. To simulate in-use conditions, the specific virus to be treated must be inoculated 
onto hard surfaces, allowed to dry, and then treated with the product according to the 
directions for use on the product label. One surface for each of two different batches 
of disinfectant must be tested against a recoverable virus titer of at least 104 from the 
test surface (petri dish, glass slide, steel cylinder, etc.) for a specified exposure period 
at room temperature. The virus is then assayed by an appropriate virological 
technique. The protocol for the viral assay must provide the following information: 

(i) The virus recovery from a minimum of 4 determinations per each dilution 
in the assay system (tissue culture, embryonated egg, animal infection, 
or whatever assay system is employed). 

(ii) Cytotoxicity controls: The effect of the germicide on the assay system 
from a minimum of 4 determinations per each dilution. 

(iii} The activity of the germicide against the test virus from a minimum of 4 
determinations per each dilution in the assay system. 

(iv) Any special methods which were used to increase the virus titer and to 
detoxify the residual germicide. 

(v) The 10-50 values calculated for each assay. 

(vi) The test results shall be reported as the reduction of the virus titer by the 
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activity of the germicide {1D·50 of the virus control less the 1D·50 of the 
test system}, expressed as log 10 and calculated by a statistical method 
(Reed and Muench, 1938; Litchfield and Wilcoxon, 1949; as examples). 

(vii) For virucidal data to be acceptable, the product must demonstrate 
complete inactivation of the virus at all dilutions. When cytotoxicity is 
evident (as in attached tables) at least a 3-log reduction in titer must be 
demonstrated beyond the cytotoxic level. The calculated viral titers must 
be reported with the test results. 

A typical laboratory report of a fil!l.9~ test with one virus (recovered from a treated 
surface) involving a tissue culture, therefore, would include the details of the methods 
employed and the information in the attached tables. 

Claims of virucidal activity for a product must be restricted to those viruses which 
have actually been tested. Separate studies on two batches of product are required 
for each virus . 

References 

Litchfield, J. T., Jr., and F. Wilcoxon. 1949. A simplified method of eval­
uating dose-effect experiments. Jour. Pharma. Exp. Therapy, 96: 99·113. 

Reed, L. J., and H. Muench. 1938. A simple method of estimating 50 per cent 
end-points. Amer. Jour. Hygiene, 21.: 493-497. 
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Table 1 - Test Results 

Dilution 
of Virus 

10-1 

10·2 

,o-3 

10·4 

10·5 

tt, o-s • 10·7 

1 o-s 

Virus -
Disinfectant 1 

TTTT 

TTTT 

TOOO 

0000 

0000 

0000 

0000 

0000 

1 Recovery of virus 

Virus -
Control1 

+ 

+ 

+ 

+ 

Cytotoxic­
Control 

+ + + 

+ + + 

+ + + 

+ + + 

+ + + + 

+ + + 0 

+ 0 0 0 

0000 

T T TT 

TTTT 

TOOO 

0000 

0000 

0000 

0000 

0000 

from surfaces demonstrated by cytopathogen ic effect, f luorescent 
antibody, plaque count, animal' response, or other recognized acceptable t echnique. 

Note: T = toxic; + = virus recovered; 

e 
e 

0 = no virus recovered. 
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Virus 
dilution 
inoculated 

10·1 

10·2 

10·3 

10-4 

1 Q·5 

10·5 

10-1 

, a.a 

No. infected/ 
No. inoculated 

4/4 

4/4 

4/4 

4 /4 

4 /4 

3/4 

1/4 

0 /4 

TCID60 = 1 06
·
5 

·- ·-
Table II-Calculation of the Tissue Culture Infective Dose 50 (TCI050 ) 

Accumulated Yaiues 
No. 
infected 

No. not 
infected 

No. 
infected 

No . not No. infected/ per cent infected 
infected No. inoculated 

4 0 24 0 24/24 100 

4 0 20 0 20/20 100 

4 0 16 0 16/ 16 100 

4 0 12 0 12/12 100 

4 0 8 0 8/8 100 

3 1 4 , 4/5 80 

1 3 1 4 1/5 20 

0 4 0 8 0/8 0 
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Virus 
dilution 
inoculated 

10·1 

10-2 

10-3 

10-4 

10-5 

1 o-s 

10-7 

1 o-s 

No. toxic/ 
No. inoculated 

4/4 

4/4 

1/4 

0/4 

0/4 

0/4 

0/4 

0/4 

·- ·-
Table Ill-Calculations of the Tissue Culture Lethal Dose 50 (TCLD50) 

Accumulated Values 
No. 
toxic 

No. not 
toxic 

No. 
toxic 

No. not 
toxic 

No. toxic/ percent toxic 
No. inoculated 

4 0 9 0 9/9 100 

4 0 5 0 5/5 100 

1 3 1 3 1 /4 25 

0 4 0 7 017 0 

0 4 0 11 0/11 0 

0 4 0 15 0/15 0 

0 4 0 19 0/19 0 

0 4 0 23 0/23 0 

TCID60 = 102
•
7 

Therefore: Virus inactivation = TCI050 - TCLD50 = 103
·
8 log 10 

Claims for virucidal activity tor a product must be restricted to those 
viruses which have actually been tested. 

I 
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DIS/TSS-9 I July 11, 1985 

EFFICACY DATA REQUIREMENTS 

Sterilizers 

A "sterilizer" is an antimicrobial pesticide that destroys or eliminates all forms of 
microbial life in the inanimate environment, including bacterial spores. The term 
"sporicide" is deemed to be synonymous with "sterilizer". Since sterilization includes 
eradication of all living microorganisms, such claims are intrinsically re lated to 
protection of human health. The fol lowing apply to all products represented in labeling 
as sterilizing or sporicidal agents. 

(1) Test requirements. The AOAC Sporicidal Test is required for 
substantiating sterilizing claims. Sixty carriers-representing each of two 
types of surfaces (porcelain penicylinders and silk suture loops) are 
requi red to be tested against spores of both Bacillus subt ilis ATCC 19659 
and Clostridium sporogenes ATCC 3584 on three product samples 
representing three different batches, one of which is at least 60 days old 
(240 carriers per sample; a total of 720 carriers) . Any sterilizing agent 
(liquid, vapor, or gas) which is recommended for use in a specific device 
must be tested by the AOAC Sporicidal Test in that specific device and 
according to the directions for use . 

(2) Performance requirements. Killing on all of the 720 carriers is required. 

*Note: 

No failures are permitted. Data to support steri lizing claims must be 
confirmed by tests conducted by the Agency's Microbiology Laboratory 
before the data submitted for registration will be considered acceptable. 

Due to curtailment of laboratory operat ions at the EPA microbiology 
laboratory at Beltsville, MD, the required confirmatory validation data for 
a product as a sterilizer should be conducted by a second, independent 
laboratory of your choice (other than the laboratory which developed the 
original data). The following minimal confirmatory data must be 
developed on one sample of the product: Thirty carriers with each of the 
two types of surfaces (silk suture loops and porcelain penicylinders) 
against spores-of both Bacillus subtil is and Clostridium sporogenes (a 
total of 120 carriers} by the AOAC Sporicidal Test. 
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VIRKON®S 
BROAD SPECTRUM DISINFECTANT 

For Use in Cleaning and Disinfecting Industrial, Animal, Veterinary, Agricultural and 
Horticultural Facilities. 

EFFECTJVE AGAINST: 

BACTERIA 
Actinobacillus pleuropneumoniae, Bacillus cereus, Bacillus subtiJis, Bordetella avium (Akaligenes 
faecalis), Bordetetla bronchiseptica, Brucella abortus, Campylobacter jejuui, Campylobacter 
pyloridis, Chlamydia psittaci, Clostrid{um perfringens, Dermatophilus congolensis, Erys.ipelothrix 
rhusiopathiae, Eschericia coli, Hae.inophilus somnus, KlebsieDa pneumoniac, Listeria mooocytogenes, 
Mora:xeUa bovi.s, Mycoplasma gallisepticum, Pasteurella hemolytica, Pasteurella multocida, 
Pseudomonas aeruginosa, SalmooeUa choleracsuis, Salmonel1a enteritldir, Salmonella typhimurlum, 
Scrpuliua (Trepouema} hyodysenteriae, Sbigella sonnei, Stapbyloc-0ccus aureus, Staphylococcus 
i!pidermidis, Streptococcus equi, Streptococcus pyogenes, Streptococcus suis, Taylorella 
cquigenitalium 

FUNGI 
Aspergillus fumigatus, Candida n.lbicans, Fusarium moniloforme, Tricbopbyton mentagrophytes 

VIRUSES 
Avian infectious bronchitis virus, Avian influenza virus, Avian laryngotracheitis virus, Bovine 
adeaovirus Type 4, Bovine Papilloma virus, Bovine viral diarrhea (BVD) Pestivirw. Calf rotavirus, 
Cauine parvovirus, Duck adenovirus, Equine arteritis virus, Equine herpes virus Type 1, Equine 
herpes virus Type 3, Equine influenza virus Type A, Feline calicivirus, Feline infectious peritonitis 
(FIP) virus, Feline panleukopenla virus, Felfoe rhinotracheitis vkus, Human Immunodeficiency 
Virus (RIV-I), Infectious bovine rhinotracheitis virus, Infectious bronchitis virus, Infectious bursal 
disease (Gumboro) virus, Infectious canine hepatitis adenovirut, Newcastle disease virus, 
Parainfluenza virus, Parvovirus, PRRS virus, Pseudorabies virus, Simian vlrus 40 (SV40}, TGE. 
Coronavirus, Turkey herpes virus 

ACTIVE INGREDIENTS 
Potassium peroxymonosulfate ••••••.••..•.•.•.••....•••.•••••.....• 
Sodium Chloride ..............•.• , . , .•. , . • • .. . . . . . . . . . . • . . . . • • • . . . 

INERT INGREDIENTS •••..••.•..• • •••.•••..••••.•••.••.•••••.••••... 
TOTAL ' ......... . .. I •••••••• ' ••• I ••••••••••••••••••••••••••• ' ••• • 

20.4% 
1.5% 

78.1% 
100.0% 

Equivalent to 9,75% Available Chlorine 

KEEP OUT OF REACH OF CHILDREN 
DANGER 

• • ••••• • • 

See Back Panel for Additional Precautions •••••• • • • • • 

•••• • • •• • • 
• 

EPA Reg. No. 62432·1 10 lbs Net Weight EPA Est No. t5~1SEN--001 •• • • •••••• ••• •• • 
VIRKON S Is a registered trademark of and manufactured by Antee rntematlo'1JlUftlited • 

Windham Road, Chilton lndustrial Estates 
Sudbury, Suffolk C010 6XD, England 

Tel: {01787) 377305 Telex; (01787) 987495 Fax: (01787) :J10846 
U.S. Patent No. 4822512 

••• • • • •• •• 
•••• • • • • 
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Total proven antimicrobial with broad spectrum activity and fast acting formoJation for cleaning and 
disinfection in a single operation. 

DJRECTlONS FOR USE 
Fedcral law prohibits use of the product in a manner inconsistent with its labeling. 

VIRKON Sat 1% (1:100) solution is generally suitable for cleaning and disinfecting, This powder 
formula is easily diluted for u,e in manual or machine operations. 

POULTRY PRODUCTION/RATITE PRODUCTIO ' 
V1RKON S is recommended for use io hatcberiC$, in chicken boo es, in Ratite production and 
processing plants. 

IIATCHERIES: VIRKON S at 1% (1:100) solution is generally suitable for cleaning and 
disinfecting batcllers, setters, evaporative coolers, humidifying systems, ceiling fans, chicken houses. 
transfer trucks, trays and plastic chick b-Oxes (use 29/• solution for Mycoplasma and 3% solution for 
Aspergillus fumigatus). After contact for ten minutes rinse with potable water. 

BROILER/BREEDER HOUSES: 
Remove manure and litter and spray floors, ceilings and side walls with VIRKON S at 1 % (1: 100) • 
ThorGughly wash waterers and feeders with a 1% (1:100) solution of VJRKO S (use 2•1. solution 
for Mycoplasma and 3% solution for Aspe:rgillus rumigatu ), After contact for ten minut~ rinse with 
potable water. 

AlR SANITIZING: Use VIRKO S at t % (1:100) solution. Fog the atmosphere until surfaces are 
moist. 

VIRKON Sis recommended for use in fogging (wet misting) operations for aerial disinfection as an 
adjunct either precooing or following regular cleaning and di.sinfetting procedures in the presence of 
poultry. 

SITE SECURTIY: To avoid introduction of infection onto a farm or transfer of infection from house 
to house, use Virkoo Sat I% (1:100) for foot baths, wheel dips and vehicle sprays. 

VIRKON S at 1 % (1:100) is suitable. Fog (wet mist) until the area is moist using automatic wet 
foggers according to manufacturer's use directions. 

PROCESSING PLANTS: For disinfecting and cleaning walls. ceilings. and floon. spray at a dilution 
oflo/o(l:100). 

VIRKON S passes the AOAC germicidal and detergent sanitizer test at a concentration of 0.5% 
(1:200) in the presence or200 ppm hard water. 

-2-
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Total proven antimicrobial with broad spectrum activity and fast acting formulation for cleaning and 
disinfection io a single operation. 

DIRECTIONS FOR USE 
Federal law prohibits use of the product in a manner inconsistent with its labeling. 

VIRKON at 1°/4 (1:100) olution is generally suitable ror deaning and disinf«ting (use 2~o solution 
f'or Mycoplasma and 3% solution for Aspergillus rumigatus). After contact for ten minutes rinse with 
potable water • 

.PORCI E PRODUCTION 
For application in Porcine facilities for cleansing and disinfection for barns, farrowing and nuning 
pi:D (sow and udder washing in presence of piglets), pig hatcheries. weaning accomodatioos, grower 
accomodations, finisher accomodations and materials and equipment required and associated with 
maintaining Porcine beaJth program. 

AIR SANITIZING: Use VlRKON at 1% (1:100) solution. Fog the atmosphere until surfaces are 
moist. 

VIRKON S is recommended for use in fogging (wet misting) operations for aerial disinfection as an 
adjunct either preceding or following regular cleaning and disinfecting procedures in the presence of 
animals. 

SITE SECURfl'Y: To avoid introduction onto a farm or transfer of infection from ho11se to house, 
use Virkon Sat 1% (1:100) for foot baths, wheel dips and vehicle sprays. 

VlRKON Sat 1°/4 (1:100) is suitable. Fog (wet mist) until the area is moist using autoJDJ1tic wet 
foggen according to manufacturer's use directions. 

PROCE ING PLA S: For disinrecting and deaning wall • ceilings and floors spray at dilution of 
1 •10. 

VIRKON S passes the AOAC germicidal and detergent sanitiur test at a concentration of 0.5% 
(1:200) io the prese-nce or200 ppm hard water. 

-3-
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Total proven a.utimic.robial with broad sptc.tnun activity and fast acting fonnulation fo.r tlC'llffing and 
disinfection in a single operation. 

DIRECTIONS FOR USE 
Federal law prohibits use of the product in a manner inconsistent with labeling. 

VlRKON Sat 1% (1:100) solution is generally suitable for cleaning and disinfecting. 

Add the contents of one packet (1.3 ounces) to one gallon of warm water. Solutions are stable for 7 
days. Ten (10) ri1ia1utcs ill nuu..imum necessary contllct time. Ont: (1) gllllon of llolutioo is sufficient to 
treat 135 sq. ft. 

EQUINE APPLICATION 
VIRKON S is recommended for use in transportation of equine to and from race trades, show rings 
and other equine events involving the exposure to large populations of hones, potentWly harboring 
contagious or infectious disease entities. VJRKON S is for cleaning and disinfection of all surfaces, 
equipment, utensils, instrument!! and stables at I% (1:100). 

For Topical Use on Animal: Shampoo infected area with VIRKON S using a dean sponge~ Rinse 
with clean water. Apply three times a day then repeat as necessary. Stables, Horse Boxes, Tack 
Equipment and Feed Rooms: Thoroughly dry clean. Then wash the area llUloually or with pressure 
washer with a l f/o (1: l 00) VIRKON S. Rinse with clean water. Blankets and rugs: Shampoo by 
ba.od or spray lightly with a band-sprayer aod leave to dry. Shake or vacuum to remove residue. 
Aerial spraying to control airborne dise~ses. By using a knapsack sprayer with fine setting or a 
VIRKON S SPRAY APPLICATION SYSTEM which automatically sprays the area. Spray for 2-3 
minutes twice daily, tint thing in the morning and last thing at night. 

SHAMPOO: Regular shampooing with VIRKON (1:100) wm dean and protect your horse or pony. 
VIRKON produces a good lather and may be used as with any shampoo. 

TACK CLEANING: Using a sponge wash until visibly clean. Rinst in clean water. Sponge with 
regular tack cleaning soap. 
INffIAL STABLE DlSlNFECTlON: Dry clean, ie, remove bedding and brush out. Thoroughly 
wet clean all surfaces manually or with a pressure washer. Allow to dry. Re-introduce bedding. 
DAJLY STABLE DISINFECTION: Spray stable twice daily with or without the horse present for a 
pel'fect disease free environment. 
BLANKETS, RUGS, BANDAGE WASHING: Use as with any washing powder in a domestic 
washing machine or shampoo by hand. Rinse and aUow to dry. 

AIR SANITIZING: Use VffiKON at 1 °1. (l:100) solution. Fog the atmosphere until surfaces are 
moist. 

VIRKON Sis recommended for use in fogging (wet misting) operations for aerial disinfectio.S.A{l.aa 
adjunct either preceding or following regular clean.Ing and disinfecting procedures in the presence of •••• 
animal • • •••• 

•••••• • 
SITE SECURllY: To avoid introduction of infection onto a farm or transfer fJ1,m tloJlse to house, 
use Virkon Sat l ¾ (l:100) for foot baths, wheel dips and vebide sprays. •• •••• 
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(EQUINE PRODUCTIO ' CONTINUED) 

VIRKO S at 1°/. (1:100) i~ suitable. F-0g (wet mist) until the area is moist using automatic wet 
loggers according to manufacturer's directions. 

VIRKON S passes the AOAC germicidal and detergent sanitizer test at a concentration of 0.5°/4 
(1:200) in the presence of200 ppm hard water. 

AIR SANITIZING: Use VIRKON at 1 % (1:100) solution. Fog the atmosphere u1ltil su rfaces are 
moist. 

VIRKON S is recommended for use in fogging (wet misting) operations as an adjunct either 
pre-ceding or following regular cleaning aod disinfection procedures in the presence of animals. 

VffiKON Sat 1% (t:100) is suitable. Fog (wet mist) until the area is moist using automatic wet 
foggas according to manufacturer's use directions, 
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Total proven antimicrobial with broad spectrum activity and fast acting formoJation for cleaning and 
disinfection in a single operatton. 

DIRECTIONS FOR USE 
Federal law prohibits use of the product in a manner inconsistent with its labeling. 

VIRKON Sat a 1 % solution is generally suitable for cleAOing and disinfecting. 

BOVINE PRODUCTlON 
VIRKON S is recommended for barns, milking parlors, materoity and c-alfLUg pens and associated 
equipment, quarantine, feedlot areas, Joafmg and holding pens, sheds, other areas and materials 
required for maintaining bovine health programs. 

AIR SANITIZING: Use VIRKON Sat l % (l:100) solution. Fog the atmosphere until surfaces are 
moist. 

VIRKO S is recommended for use in fogging (wet misting) operations for aerial disinfection as an 
adjuoct either preceding or following reguJar cleaning and disinfecting procedures in the presence of 
animals. 

SlTE SECURITY: To avoid introduction of infection onto a farm or transfer of infection from 
house to house, use VIRKON Sat 1 % (1:100) for foot baths, wheeJ dips and vehicle sprays. 

VlRKON S at I "I• (l:100) is suitable. Fog (wet mist) until the area is moist using automatic wet 
foggers according to manufacturer's use directions. 

PROCESSING PLANTS: For disinfecting and cleaning wa11s, ceilings and Ooors spray at a dilution 
of I% (I: 100). 

VIRKOi S passes the AOAC germicidal and detergent sanitizer test at a concentration of 0.5% 
(1:200) in the presence of200 ppm bard water. 
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Total proven antimicrobi.aJ with broad spectrum activity and rast acting formulation for cleaning and 
disinrection in a single operation. 

DlRECTIONS FOR USE 
Federal law prohibits use of the product in a manner iocoosisteot with its labeling. 

VIRKON S at 1% (1:100) solution is generally suitable for cleaning and di infecting. 

COMPA1'"I01 ANIMALS 
Add 1.3 ounces ofVIRKON S to 1 gallon ofwarall water l"I• (1:100). Solulioll.s are uble for7 days. 
Do not immerse sort met.al objects in Virkon S for long periods (lU minutes maximum contact time). 

VIRKON S is suitable for general use in veterinary practice facilities, particularly, where fecalt 
urinary or body fluid contamination occun. 

SITE SECURITY: To avoid introduction of infectioa onto premises or transfer of inrection from 
house to house, use Virkon S at 1 % (l: 100) for foot baths, wheeJ dips and sprays, 

VIRKON S For Dog And Cat SIUlmpoo: Empty contents of one sachet into a bucket and fill with 1 
allon of water, Wash as with any shampoo and rinse with clean water • 

Vffi.KON S For Kennel Disinfection: Thoroughly dry clean and remove bedding. Wet clean all 
surfaces with• sponge or with a trigger spray, allow lo dry and re-introduce fr~b bedding. 

VIRKON S For Blankets/Rug Wash: Use Virkon S instead of your curTCnt washing powder to clean 
all rugs and blankets through your domestic washing machine. 

VIRKON S For Grooming Kit/foy/Feed And Water Bowl Cleaner. Using a sponge, wash utensils or 
toys until visibly clean. Rinse in clean water. 

VIRKON S For Daily Aerial Disinfedioo: Regular spraying with Virkoo S solution will remove dust 
and droplets from the atmosphere and destroy the infective organisms which they carry. U e your 
trigger spray (or back-pack for larger areas) and spray a fine mist onto the area for disinfection. 

VlRKON S is Recommended for Budgies, Pigeons and Canaries Cages, Aviaries, Lofts and Dove 
Sh~ter'S Disinfection: Thoroughly dry clean and remove any bcddi11g. Wet dean all urfaces 
manualty or with a trigger spray, allow to dry and re-introduce fresh bedding . 

VIRKON S For Fttdiog nnd Water Uteruils: Using a sponge. wash any uten ils until visibly cle-an 
and rinse in dean water. 
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Budg;ies, Pigwns and Caiutries. Continued 

vm.KON S For Transportation For R.ach1g Pigeens: Dise.ases are mnsmitted very easily, e-speciafly 
du ring transportat-.i,M,, It is essentiial thaf, , ·ehides are disinfected befere pigeo111S are transported. 
Wet clean all sm:faees "dth Virkoo S solution. using a Backap:ack. 5prayer and aUow to dry. This l'l'iH 
create a di.,ease free euvirnnment for the pigeons to travel. 

VlRKON Sis r.ecommendtd for Rabbits and Guinea .Pigs much iuid Cage Disin(e,ctfon; ThQ1~Qttghl:t· 
dry dean and remove bedding. Wet dean aH suria¢'.,es numua:Dy or witb a trigger spray, allow to dry 
and ~introduce fresh bedding. 

VIRKON S F0r Feed Bowl/\Vater .Botde Cleaner: UsiBg a sponge, wash bowls until viisib[y clean and 
rinse in cltan water. Wash botde, tho,oo,ughty with Vidiiol!l S solution and riu,e with dean water. 

VIRKON S Daily Aerial Disinfectiom Using a tr[gger spray bottle spr-.wy a. rme mist of Virkoo S 
:solution 011 the- area fDr disinfection. R.eg;u:!Jir spraying with Virkon S solution wiU :rem0v,e dust and 
droplets from the 1U:mG'.sphere aHd destroy the iM-ective orgattismll which they carry. 

VIRKON S is Ruo.mmeoded for Baoute--n, Gerbils and Mkec Cage Di$inf«tiom Thorougltly dry 
dean and raemove bedd mug. Wet clean aH ,.mfaces m:auuall,y or with a tr.igger s.pr-ay. allow to dry and 
m1e-iotr0dm:e fresh be.ddiog. 

VIR1'0N S for Feoo and Water Utensil Oeauing: See rabbitlJ. and guinea p,igs. 

YIRKON S for Ody A,erial Dtsirife-ction: See rabbits and gujnea pigs. 

VlllKON S is recommended for R.cpti!les and I.weds Tank Disinfection: E,mpty tank gf any water or 
bed ding and remove animal ,ntt alternative habitat. Mix Virkoo S s~lutio,n and usi.mg a sponge. 
wash an surfaces until visibly dean) riosie with di!Atl w·atert allow fa dty a:n.d re-introduce fr,e..,h water 
tu' bedding and animal. 
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DILUTION CHART 

Quantity of 
Final Solution 1% Solution Z% Solution 

. . .. 
hi 
01 
u• 
IA , ... e American 

1 gallon 
10 gallom 
50 gallons 

1.3 ounces 
13.4 ounces 
66.8 ounces 

2,7 ounces 
26.7 ounces 

133.S ounces 
Brim full - contains 

7 ounces 
This measure cap holds 
when falled level 17 .S 

ounces. 

For DISINFECTING use a rate of7.S gallons/1000 sq. ft. 
For CLEANING AND DISINFECTING use a rate or 
1S gallons/1000 sq. ft. 

PRECAUTIONARY STATEMENTS 

HAZARDOUS TO HUMANS AND DOMESTIC ANIMALS 

DANGER 

Powder i.s corrosive. Causes skin burns and irreversible eye damage. Harmful if swallowed, 
absorbed through skin, or inl1aled. Do not get in eyes, on skin, or on clothing, Wur prot«.tive 
clothing and rubber gloves. Avoid breathiog dust. Wear goggles. face shield, or safety glasses. Wash 
hands thoroughly with soap and water after handling. Remove contaminated clothiog and wash 
before reuse. Corrosive statement refers to powder only, not in use solutlon. 

PRACI1CAL TREATMENT 

IF IN EYES: Hold eyelids open and flush with a steady, gentle stream of water for 15 minutes. Get 
prompt medical attention. 

IF ON SKIN: Wash with plenty ofsoap and water. Get medical attention if irritation persists • 

IF IN1lALED or symptoms of coughing, choking, or wheezing are troublesome, remove to fresh air 
and seek medical attention. 

IF SWALLOWED: Drink promptly a large quantity of water. Avoid alcohol. Get immediate medical 
attention. 

• • 
NOTICE TO PHYSICIAN: Probable mucosa! damage Dl8Y contraindiCJ1te the use of gastric JavaAt• • • • 

•••• 
STORAGE AND DISPOSAL: Store in a cool dry place in tightly closed container. Keep out~•• 
reach of children. Always replace lid after use. Wash empty container thoroughly IClfd Slf.l,ose of in• 
trash. • • 

Manufactured by 
Antee International Limited 

Windham Road, Chilton IndustriaJ Estate, 
Sudbury, Suffolk Coto 6XD, England 

Tel: (01787) 377305 Tele1: (01787) 987495 Fax: (0178) 310846 
EPA Reg. No. 62432-1-12281 EPA Est. No. 62432-lEN-001 

-9-

•••••• . . 
•• 

••••• • • ••••• 

• • •••••• • 
• 

••• • • • •••• 
•••• • • •• 
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03/20/98 

Company No.: 62432 

Reference Files System 

Company Data Report 

Name: ANTEC INTERNATIONAL LTD 

Address: WINDHAM ROAD, CHILTON INDUSTRIAL ESTATE 
SUDBURY, SUFFOLK, 00000 
UK 

Contact: FRANCIS AUCHINCLOSS 

Agent: Y 
Consortium: N 

Undeliverable: N 

Page: 1 

Phone : ( 813 } 4 2 4 - 5 5 o 5 

-,. Company Types 

Establishment 

Active 
Flag 

• 

Agent information 

Name: FARNAM COMPANIES, INC. 

Address: 301 WEST OSBORN 
PHOENIX, AZ 85013 

Contact: DR. DOUGLAS H. ROSS 

y 

Phone: (602) 207 - 2108 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

W!R -4 1998 

Jeff Jones, Agent 
Antee lntemational LTD 
c/o Delta Analytical Corp. 
7910 Woodmont Avenue, Suite #1000 
Bethesda, MD 20814 

Dear Mr. Jones: 

Subject: Revised labeling 
Virkon S 
EPA Registration No. 62432- l 
Amendment application February 18, 1998 

The labeling referred to above, submitted in connection with registration under the Federal 
Insecticide, Fungicide and Rodenticide Act, as amended, is acceptable. A stamped copy is 
enclosed for your records. 

Enclosure 

Sincerely yours, 

' Adam Heyward 
Product Manager (34) 
Regulatory Management Branch II 
Antimicrobials Division (751 O\V) 

COKCUaHMCl!S 

..................... ........ ........ ······•···•····•· ..................... ._ .................................................................. . 

.................. ················· ·········•······• .................. ··············-· ................. .................. . ........... , ..... . 
EM Form 1320-1A (t,';O) OFFICIAL Ftl.E COPY 
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D 
DELTA 

ANALYTICAL 
CORPORATION 

February 18, 1998 

Mr. Adam He)"•vard, PM 34 
Document Processing Desk (AMEND) 
Office of Pesticide Programs (7504CW) 
US EPA 
401 M Street SW 
Waslungton, DC 20460 0001 

Re: Virkon S; EPA Reg. No. 62432-1; Minor Label Amendment to Conform with 
Agreement Dated February 9, 1998 

Dear Adam : 

Pursuant to our telephone conversation and agreement of February 9, 1998 (attached), 
I am submitting tltree copies of revised labeling for Virkon S. You will note the 
following changes from the November 17, 1997, draft label which we discussed on 
the telephone: 

• 

• 

On page 2, column 1, we have replaced the term "Clostridial diarrhea" 
vvith the species causing this disease, ''Clostridia perfringens;" in the 
same listing we have corrected the spelling of "Gianders" to ''Glanders." 

On page 2, column 1, under Equine Fungi, we have replaced 
Dermatophytosis (ringworm and Mud Fever) with the species causing 
these diseases, Trichophyton spp.(Ringworm) and Trichophyton 
spp.(l\i1ud Fever). 

On page 2, column 2, under Viruses we have identified the virus 
causing Egg Drop Syndrome as Egg Drop Syndrome Adenovirus. 

• • • • • • • • • 
On page 5, we have removed the use pattern calling for topical use on 
animals as this use has not been previously approved by USDA. 

7910 Vloodmonr Avenue Suite 1000 i:3eth:-sda, 1',1mykmd 208 i4 
(30U 6.S2-54% FJ\X (3U l) 652-5408 

• 
•• • • • • • • • 
• • • • • •• •• 

• 
••• • • • •••• 
• • • • • • •• • 

.. 

•• •••• • • • • • 
••• •• • • • •• 
•••• • • • ••• •• 
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• In addition to the changes previously discussed we have also added the 
term, "Poultry," to the headings for bacteria, viruses and fungi on page 
2, column 2 to clarify these are pathogenic organisms specific to poultry. 

Since the November 17 label has already been reviewed by Ms. Wingfield, I am 
hopeful this label can be stamped within a few ,·veeks. I am enclosing a fax-back 
Notice of Completeness Determination form as suggested in the proposed 
Antimicrobial Procedural Rule. 

If you have questions or need additional information, please contact me. 

Sincerely, 

,. 

T. Jeffrey Jones, Agent 
Antee International Ltd. 

Enclosure 

•• • • • • • •• 

• 
•• • • • • • •• 
• • 

2 • • • •• •• 
• 

• •• • • • •••• 
•• • • • • •• • 

• ••••• • • • • • 
• ••••• • • •• 
••••• • • ••••• 
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Pt.••• ,...J '- ··- -·'o,w on ,wv.n• b.fo~ ,_ form Annroved. OMA No 2070-0080. Annrmn1l """'fes 05-31-98 
' 

United States § Registration OPP Identifier Number 

~1:PA Environmental Protection Agency Amendment 245146 Washington, DC 20460 Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Propoeed Classification 

62432-1 MR. ADAM HEYWARD 
ONone D Re,tricted 

4. Company/Product (Name) PMI 
VIRKON S / ANTEC INTERNATIONAL LTDl 1 34 

5 , Name end Addre.s11 of Appticant (Include ZIP Code} 6. Expedited Review. ln accordance with FIFRA Section 3(cH31 
ANTEC INTERNATIONAL LTD11 

(b)tl), my product is similar or identical in composition and labeling 
c/o DELTA ANALYTICAL CORP. to : 
7910 WOODMONT AVENUE, SUITE # 1000 EPA Reg. No. 
BETTI.A, MD 20814 

Ch•ak if this is a new addrfJSS Product Name 

Section - II 

Q Amandment • Explain below. D Final printed labels in response to 
Agency letter dated 

Resubmission in responH to Agency letter dated D •Me Too~ Apptica1ion. 

- Notification - Explain be.fow. D Other · Explain below. 

anation: Use additional paoe(s) if necessary. (For section I and Section II.) 

MINOR LABEL AMENDMENT, PURSUANT TO FEBRUARY 9, 1998 AGREEMENT. 

Section - Ill 
1. Material Thia ProduCl Wall a. Packaged In: 

Child-Resistant Packaoing Unit Packaging Water Soluble Paokeging 2 . Type of Container 

BY·•· - §~~ v •• 8 Yes - "••tic No No No Glau -

'ertificatlon must If •vas• No. per If ·ves· No. per Pap.r 
Unit Packagin13 wot, container Package Wot oontainsr Other {Specify) 

submltt8d 
I 

' cation of Nat Content, Information 4 . Size($) Retail Container 5 . location of Label Directions 

Lebel O Container 
E3 On Label 

On Labeling accompanying product 

6. Manner in Which Label la Affixed to Product - Lithograph 0 Other 
Paper ~lued - Stenci e<I 

Section - IV 
1. Contsot Point (ComplBt• itM7'1$ directf'/ bt1low for idtmtifiaation of individual to bB r:ont11Ct6d, if nllCBUfVlf, to proa.n this application.} 

Name JEFF JONES Title AGENT FOR ANTEC Telephone No. (lnc.luda Area Code} 

~301) 65;?.-5;195 . . • 
Ce rtiflcation 8. Oate ~plication 

I certify that the &tatem1mts I have meda on this form and an atteehments thereto ere tiua, ~curate and aompleta. Received 

I !Mlknowledge that any knowingly fal1a or misleading statement may be punishoilble by fine or irnptl1onment or (Stamped> 
both under apptlcable law. • •••••• • • • 

2.Slgnac\Xf ~~ 
•• • • • a. nue • • • AGENT FOR ANTEC • •• • ••••• • • • • • • • • • •• •• • •••• 

4. Typed Name 5. Date • • • JEFF JONES 2/18/98 ····· • •• • • • •••• 
•• • 

EPA Form 8570-1 fA.v. 9-941 Prevtou, edltiona era ob.olate. lllotr • Applcant Copy 
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 

PAPERWORK REDUCTION ACT NOTICE: Publio reporting burden to, this collection of information is estimated to average 0.85 hour per 
response, including time to, reviewing i11.$tructions, searching oxist,ng data sources, gathering end maintaining the date needed, and completing and 
reviewing tho collection of information. Sand comments regarding tho burden estimate or any other aspect of this collection of Information, including 
suggestions for reducing this burden, to Chief, Information Policy Branch, (2136), U.S. Environmental Protection Agency, 401 M Street, SW, 
Washington, DC 20460. 

INSTRUCTIONS: This form h1 to be used for all applications for new registretlon, end use reregistration, amendment. resubmls111on, to applications 
for notifications, final printed labeling, reregistration, etc. In order to process an application for a new registration submitt9d on this form, the 
following material must accompany the llPPlicetion: 

1. Certification with Respect to Citation of Date (EPA Form 8570•29). [If not exempted by 40 CFR 152.81 {bl 14)1; 
2. Confidentlal Statement of Formula (EPA Form 8570-4); 
3. Formulator's Exemption Statement (EPA Form 8570-27); 
4. Five copies of draft labeling; 
5. Three copies of any data submitted; 
6. Authorization letter where applicable; 
7. Matrices where applicable. 

Submistlon of labeling - Labeling should first be submitted in the form of draft laboh1 with all applications for new registration . Such draft labels may be 
in the form of typed label text on 8.5 x 11 inch paper for submission or a mockup of the proposed label. If prepared for mockup, it 11hould be 
constructed in a WIJV as to facilitate storage in an 8.5 x 11 inch file. Mockup labels sigr,lficantly smaller than 8.5 x 11 inches should be mounted on 8 .5 
x 11 inch p par for submisslon. 
Submission of Data · Data submitted in support of th,s application must be submitted in accord,mce with PR Notice 86·5. 

SPECIFIC INSTRUCTIONS: Please road tho instructions Ii tad below before completing this application. First determine the type of registration 
action, listed in Block A, for which you are submitting this application. For applications submitted in conr11sction with New Reg1 tratlon tions, Sec · 
I, Ill, and IV must be completed by the applicant. For applications submitted in connection with amendttd roreg1etrat1on actions, roeubmis ions, 
notifications, teregistrations, etc., Sections I, II, and IV mu~t be completed by the applicant. 
Block A - Check the appropriate action for which you are submitting this form. 

SECTION f · This section moat be completed, as applicable, for all registration actions. 

1. Company/Product Number· Insert your Company Number, if one hes been assignttd by EPA. This number may have been assigned to yoo as a 
basic registrant, a distributor, or as an establishment. If your product is registered, insert the Product Number. 

2. EPA Product Man11ger - It known, fill in tho name and PM number of the EPA Product Manager. 
3. Proposed Classification - Specify the proposed classification of this product. 
4. Product Name· Enter the complete product name of this pesticide as it will appear on the label. The name must be specific to th,s product only. 

Duplication of names is not permitted among products of the same company. Do not include any brand name or company line designations. 
5. Name and Addreu of Applicant - The name of the firm or person end address shown in your application is the person or firm to whom the 

registration will be Issued. If you are acting in behalf of another party, you must s:ubmit outhorizotion from that party to set for them in registration 
matters. An applicant not residing In the United States muet heve an authorizttd agent residing in tho United States to act for them in all 
registration matters. The name and complete mailing addre!ils of such an agent must accompan~· this application. 

6. Expedilod Roiew. FIFRA section 3 (c) 3 (Bl provides for expedited review of llPPlications for registration, or amendments to existing regisuatiomi 
that are similar or identical to other pesticide products that are currently registered with the EPA. In order for your application to be eligible for 
expedited review, you must provide us with the EPA Registration Number and product name of the product you believe is similar to or identical t 
your product. The product must be similar or identical in both formulation and labeled uses. 

SECTION II - This section must be completttd for a.II epplicetlons submitted to amend the registration only of• currently registered product 
(Arnondment), for a resubmission in re ponse to an Agency letter, for notifications to the Agency, for tho submiuion of fin~ printed labeling, for 
reregistration and for any other actlon that pertains to a specific EPA·regi tared product. This section is J:!21 !2 !!.! used for a new application for 
registration. 

• 
1. Subject of submission • Check the applicable block nd provide the Agency letter date if appropriate. Provide• brief explanation of the purpoee(s) 

for the submissfon, such as "the addition of II site, pest or crop {specify)"; "amend the Confidential Statement of Formula by ... "; "reregistration 
submission"; "general label revision of use directions." Antich a separate page if additional space is needed. 

SECTION Ill (Packaging and Container Information) · This Section must be completed for all appllcatlons submitted in connitction with new 
registration or applicable amendments. 
1. Type of Pad< gin • Check the appropri11te block if your product will be packaged in the Indicated packaging types. 

Indicate th siz o the individuel packets end number per retail container. 
2. Type of Rete Conlainar · Indicate type of container in which product will bo marketed. 
3. Location of Net Contents - Indicate the location of the net contents information for your product. 
4. Size(sl of Retail Container - Specify the net contents of all rE1tall containers for your product . 

. • a 'on of Us Directions - Indicate the location of the use directions for your product. 
Man:e, in w_M Q•I ia affixed to product· lndic11ted the method product label is attached to retell container . 

•• • 

• • 
1 -~.· ~:ir.explanati,v. 
6. EPA Use ~M . ! 

•••• 
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[ ] indicates optional language 

Page 1 

VIRKON.S ® 

BROAD SPECTRUM DISINFECT ANT 

For Use in Cleaning and Disinfecting Industrial, Animal and Agricultural Facilities 

ACTIVE INGRED1ENTS: 
Potassium peroxymonosulfate .................. .. ......... . 
Sodiwn Chloride .......... ............. ............... . ..... . . 
INERT INGREDIENTS .... . ...... ... ............ . ........ . 
TOTAL ....................................................... . 

Equivalent to 9.75% Available Chlorine 

20.4% 
1.5% 

78.1% 
100.0% 

KEEP OUT OF REA H OF CH1LDRE 

DANGER 

See Back [Sidcj Panel[s) for Additional Precautions 

_ lbs. L) Net Weight 

EPA Reg. No. 62432-1 EPA Est. No. 62432.EN-001 

ANTEC INTERNATIONAL LTD. 
Windham Road, Chilton Industrial Estates 

Sudbury Suffolk CO 10 6XD, England 
Tel: (1787) 77305 Telex: 987495 Fax: (1787) 310846 

VIRKON S is a registered trademark of and manufactured by Antee lntemational Limited 
US Patent No. 4822512 

ACC 
MM -4 1998 

Under the Federal rnsectlclde, FtlOQK:ide. and 
~clde A.ct as amended, lor tie 

l)l!Stdde. ~d 111<1;', ~ 2 - I 
EPA Reg No I.I ..;.; 

• • • • • • ••• 

• 
••• • • • • • • 
• • • • • •• •• 

• 
• • • • • • •••• 

13 Februat}'. J.998 
• • • •• • 

• ••••• • • • • • 
• •• • •• • • •• 
• •• • • • • ••••• 
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[ ' ]indicates optional language 

EQUlNE BACTERIA 
Clostridium pcrtringens 
Fistulous withcra (Poll Evil) 
Taylorella equigcnitatis 
Streptococcus cqui (Strangles) 
Pseudomonas mallei 

(Glanders) 
Bordetella bronchiseptica 

EQUINE. VIRUSES 
African Horse Sickness 
African Viral Arteritis 

(Pink Eye) 
Coital Exanthenna 
Myelocncephalopathy 
Rhinopnewnonitis 
Equine lnfcctious Anemia 

(Swamp Fever) 
Equine papillomatosis 
Equine Contagious Abortion 
Adenovirus Pneumonia 
Equine In.fluenz.a (The Cough) 

EQUlNE FUNGl 
Trichophyton spp. (Ringwonn) 
Trichophyton spp. 

(Mud Fever) 
Fusarium moniliforme 

BOVlNE BACTERJA 
Moraxc11a bovis 
Mycobacterium bovis 
Hacmophilus somnus 

BOVINE VIRUSES 
Calf rota virus 
Infective Bovine 

Rhinotmcheiti-; 
Bovine Adenoviru.'l Type 4 
Pscudornbies / 
Foot & Mouth Disease 

BOVl FUNGI 
Fusarium monilifonnc 

EFFECTIVE AGAINST: 

POUL TRY BACTERIA 
Streptococcus pyogenes 
Campylobacter pyloridis 
Klebsiclla pneumoniae 
Escherichia coli 
Salmonella typhimurium 
Salmonella cholcaesuis 
Pseudomonas aeruginosa 
Staphylococcus aurcus 
Staphylococcus epidem1idis 
Mycoplasma gallisepticum 
Clostridium perfringen.'l 
Bordctella avium 

POULTRY VIRU ES 
Newcastle Disease 
Infectiou.c; Bronchitis 
infectious Bursa! Disease 
Avian Laryngotracheitis 
Avian Int1uenz.a 
Marek's Disease 
Egg Drop Syndrome 

Adenovirus 
Turkey Herpes Virus 
Duck Herpes Virus 
Duck Viral Enteritis 

POULTRY FUNGI 
Aspergillus flavus 
Aspergillus fomigatu.s 
C.andida albicans 

MM - 4 1998 

lhlderltlefedet'al Insecticide, FtN!giclde. and 
Rodenlolde Pt:tas amended. foc the 
pest;ctje, ,egistJ!id u~r/ '.12 / 
EPA Reg. No (.I'~ J-f- .:J .-

Pagc2 

SW1NE BACTERIA 
Bordetclla bronchiscptica 
Pasteurella multocida 
ActinobaciJlus 

pleuropneumonia 
Trcponerna hyodyscnteria 
Clostridium pcrfringcns 

SWTNE VlRUSES 
Hog Cholcrn 
Swine Influenza 
Porcine parvovirus 
Rotaviral diarrhea 
Vesicular stomatitis 
Pscudont-bies 
Porcine Reproductive and 

Respiratory Syndrome 
(PRRS) 

African Swine Fever 
Foot and Mouth Disease 

SWINEFUNGT 
Fusarium moniliformc 

OMPA ION ANIMALS 
BACTERIA 
Streptococcus aureus 
Streptococcus pyogenes 
K.lcbsieHa pncumoniae 
Pseudomonas acruginosa 

VIRUSES 
Canine Parvovirus 

i!:itemper 
Leptospirn canicoJa 
Feline pa.rvovirus 
Feline herpes 
Feline calicivirus 

FUNGI 
Microsporum canis 

••• • • • ••• 

• • ••••• • • • • • • • • • • • • •• •••••• • • • • •• • • • •• •• • •••• • • • • •••• 
••• • • • 
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PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS ANO OOMESTlC ANIMALS 

DANGER 

Page3 

Powder is corrosive. Causes skin burns and irreversible eye damage. Harmful if swallowed, 
absorbed through skin, or inhaled. Do not get in eyes, on skin. or on clothing. Wear protective 
clothing and rubber gloves. Avoid breathing dust. Wear goggles, face shield, or safety glasses. 
Wash thoroughly with soap and water after handling. Remove contaminated clothing and wash 
before reuse. Corrosive statement refers to powder only not in use solution. 

FIRST AID 

JF {N EYES: Hold eyelids open and flush with a steady, gentle stream of water for 15 minutes. 
Get prompt medical attention . 
IF ON SKIN: Wash with plenty of soap and ,..vater. Get medical attention if irritation persists. 
IF INHALED: If symptoms of coughing, choking, or wheezing are troublesome, remove to fresh 
air and seek medical attention. 
lF SWALLOWED: Drink promptly a large quantity of water. Avoid alcohol. Get immediate 
medical attention. 
NOTICE TO PHYSICIAN: Probable mucosal damage may contraindfoate the use of gastric 
lavage. 

BROAD SPECTRUM DJSINFECTANT 
VIR.K.ON-S is effective against numerous microorganisms affecting animals: viruses. gram 
positive and gram negative bacteria, fungi (molds and yeasts), and mycoplasma. Efficacy was 
determined in the presence of hard water and organic material. VIRKON-S passes the AOAC 
germicidal and detergent sanitizer test at a concentration of 0.5% (1:200) in the presence of 
200 ppm hard water . 

DIRECTIONS FOR USE 
Fedent.l law prohibits use of this product in a manner inconsistent ·with its label· 

MAR - 4 1998 
This powder formula is easily diluted for use in manual or machine operations. IMIIB'll8Mnl~~_, 

lb1es1tldeActas~. fcr'the 
VIRKON-S DILUTION CHART j)8Stije, tmer / 
Fill container with desired amount of water and add VIRKON-S powder to EPA.Rag. ,ti. :32 -
recommended solution concentration. 

O:uantitv of Water Am"unt of Powder for 1% Solution 
1 Quart 0.3 011nces 

1 Gallon 1.3 ounces 
JOGallollS 13.4 ounces 
50Gallflm: 66.8 ounces 

1.1 oz. 1ne11surmg scnop is prt1vided. 

• • • 
Am<>unt of PfJwder for 2% SolufifJn• • 

0,7 ounces 

2.7 tJunces 
26.7 ounces 
133.5 ounces 

--- -• • • • •• 
• • • • • •• •• 

• 
• •• • • • 

13 Febrlfitty, 1998 
••• • • • •• • 

••• ••• • • • • • 
• ••• •• • • •• 
• •••• • • ••• • • 
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Add {1.3 ot.,. (I scoop) ofVI.RKON-SJ /the contents of one VIRKON-S packet) to ,me galhm of 
warm water. Solutions are stable for 7 days. Do not soak metal objects for long periods - I 0 
minutes is maximum necessary contact time. One gallon of solution is suffident to treat 135 
sq.ft. 

POULTRY [AND RATITE PRODUCTION] 

CONTRO S: Viruses of Newcastle Disease, fnfectious Bronchitis, Infectious Bursa) Disease, 
Avian Laryngotracheitis, Marek's Disease, Egg Drop Syndrome, Avian Influenza. Turkey Herpes 
Virus and Duck Viral Enteritis. Fungi (molds and yeasts - Aspergillus flavus, Aspergillus 
fumigatus and Candida albicans. Bacteria - Streptococcus pyogenes, Campylobacter pyloridis, 
Klebsiclla pneumoniae, Escherichia coli, Salmonella typhimurium, Salmonella chloeraesuis, 
Pseudomonas aeruginosa, Staphylococcus aureus, Staphylococcus epidennidis, Bordetella avium 
and Mycoplasma gallisepticwn . 

HATCHERlES: VIRKON·S at 1 % solution can be used for cleaning and disinfecting hatchers, 
setters, evaporative coolers. humidifying systems. ceiling fans, chicken houses, transfer trucks, 
trays, and plastic chick boxes (use 2% solution for Mycoplasma Aspergil1us flavus and 
Aspergillus fumigatus). VTRKO -S at 1-2% olution is recommended for use in fugging (wet 
misting) operations as a supplemental measure. either before or after regular cleaning and 
disinfecting procedures. Fog (wet mist) until the area is moist using automatic foggers according 
to manufacturer's use directions. 

BROILER/BREEDER HOUSES: Remove chickens [birds], feed and water troughs, then 
remove manure and litter. Spray floor.-. and walls with VIRKON-S at 1% solution. Thoroughly 
wash watcrers and feeders with a 1 % solution of VlRKON-S (use 2% solution for Mycopla~ma, 
AspergilltL5 flavw; and Aspergillus fumigatus). After contact for JO minutes, rinse with water. 
Do not house poultry or use equipment until treatment has dried . 

FOR ArR SANITIZI G: Use VIRKON-S at 1-2% solution and fog until surfaces are moist. 
Allow at least 2 hours before entering treated area. Rinse fog!{ers and sprayers with water 
following use . 

PROCESSING PLANTS: Spray VIRKON-S at 1% solution to disinfect and clean walls, 
ceilings and floors. 

S\VlNE [PRODUCTION] 

CONTROLS: Viruses of Hog Cholera, Swine influenza, Porcine Parvovirus, Pseu.qor4.bies, 
Porcine Reproductive and Respiratory Syndrome (PRRS), Rotoviral Diarrhea, Africtn· ~i:ne 
Fever and Foot and Mouth Disease. Bacteria of Plcuropneumonia, Trcponema hyodysenteriae, 
and Clostridium perfringens. Fungi: Fusarium monilifonne. 

• 
•• • • • • ••• 
• • • • • •• •• 

• 

• • • •• • 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 
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VIRKON-S at 1% solution is recommended for cleaning and disinfecting farrowing uniti;, 
nurseries,finisher houses and processing plants (u ea 2% solution for Mycoplasma, Aspcrgillus 
flavus and Aspergillus fumigatus. ) 

VlRKON-S aJ 1-2% solution is recommended for use in fogging (wet misting) operations or as a 
supplemental measure either before or after regular cleaning and disinfecting procedures. Fog 
(wet mist) until the area is moist using automatic foggers according to manufacturc's use 
directions. Rinse Joggers and sprayers with water following use. 

EQUJNE [PRODUCTrON] 

BROAD SPECTRUM EQUJNE DJSINFECTANT/DETERGANT/WASH OR CLEANING 
AND D1SINFECTING STABLES, EQUJPMENT, A D AERJAL DISINFECTION 

CONTROLS 
Viruses of African Horse Sickness, Equine Viral Arteritis (Pink Eye), Coital Exanthenna., 
Myeloencephalopathy, Rhinopncumonitis, Equine Contagious Abortion, Equine Papillomatosis, 
Equine Infectious anemia (Swamp Fever). Adenovirus Pneumonia, Equine Influenza (The Cough) 
and Rhinitis. Bacterial: Clostridial Diarrhea, Fistulous Withers (Poll Evil), Tay1orella 
equigenitalis, Bordctella bronchiscptica, Streptococcus equi (Strangles) and Pscudomonas mallei 
(Glanders). Fungi: Dcrmatophytosis (Ringworm), Dermatophylosis (Mud Fever), and Fusarium 
monilifonne. 

APPLJCATIONS: For cleaning and disinfecting a11 surfaces. equipment, utensils and instruments 
in Veterinary practices L kennels, stables. catterics, etc]. 

USES: 
Topieal Use On ARimal: Sh~oo lnfeetee area wilh a 19, sehlli61t 9fVIRKON S asing a eleaH 
s~oAge. Rinse with cleu-R water. Awly tm:ee limes a Ga)', Ref'eat as aeeessnrf . 
Stables, [Horse Boxes, ][Box ]Stalls, Tack ,[Equipmcnt,l and Feed Room.s: Thoroughly clean 
and dry [dry clean] surfac:es, then wa_c;h the area manually or with pressure washer with a l % 
VIRKON-S solution. Rinse with clean water. 
Blankets, [Saddle Pads] [and] Rug : Shampoo by hand or spray lightly with a hand-sprayer and 
leave to dry. Shake or vacuum t remove residue. 
Aerial Spni.ying to control airborne diseases: Use a hand for knapsack} sprayer with fine 
etting, or an automatic spraying system. Spray a 1% VIRKON-S solution for 2-3 minutes twice 

daily[. first thing in the morning and la_c;t thing at night]. Rinse .i;pruyers with water after U!t'e. 

BOVINE [PRODUCTlON] ••• • • • ••• 
CONTROLS: Viruses of Calf rotavirus. Infectious Bovine Rhinotracheitis, Bovine Adenovirus 
Type 4 and Pseudorabics· Bacteria of MaraxclJa bovis, Haernophilus somnus and Mycobactcrium 

• 
bovis· Fungi of usarium moniliforme. r,r;~;:;-=-:-~~-- . . . 

ACCEPTED ::··: 
M4R -4 1998 

• • • •••• 
• 

• •• • • • 
13 Fcbrua!f J 998 

• • • •• • 

•••••• • • • • • 
••••• • • • •• 
• ••• • • • • •••• 
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A 1% solution o/VIRKON~S is reconunended to clean and disinfect areas associated with 
bovine housing [stabling]., hospital [quarantine] pens and foedlot facilities. 

CO:M:PAMON ANI!viiALS 

CONTROLS: Viruses Canine Parvovi.rus, Distempel\ Leptospira canicola, Feline parvovinist 
Feline herpes and Feline ,calidvirus. Bacteria o.f Staphyfococcus aureus, Stre.ptococcus pyogcncs, 
Klebsiella pneumonia.e, and Pseudomonas aeruginosa; F!!.Ulgi of Microspomm cauis. 

[APPLICATIONS:] A 1% solution ~fV1RKON-S is recommended as a "one step':· cleaning and 
di.i;infecting procedure for an surfaces, equipment, instruments, utensi]s and cages [caging 
systcms]withln [associaited with][Veterinary Medical Hospiitab,]j [infections disease wards,] 
[ q:uanmtine areast] [Hu.mane Society facilities.] [laboratory animal q uarternt] grooming and 
iboardfog facilities. kennels~ caucrics and animal transportation vehicles . 

Do not immerse metal objects in VIRKON-S fo:r long periods - 10 minutes is maximum contact 
time . 

STORAGE AND DISPOSAL 
STORA.GE: Store in a cool. dry place in tightly closed contain.er avrny from children. A]ways 
rcplac e lid after use. 
DISJPOSP..L: WaiSh em.pty container thoroughly and dispose in trash. Do not mix tlris product 
"-'1th othe.r chemicals 

ACCEP E,D 
MAR - A i998 

••• • • ill • • •• 

• .. •· . . ·•· .. , .. 
• • . , .. ... , .. 

• .. . .. 
• • • 

13 F cbru~t-e-~, 99 8 ••• • • • •• • 

• ••••• • • • • • 
••••••• • • •• 
• •••• • • •••••• 
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Notice of Completeness Determination 

Applicant 

Product Name 

EPA Reg. No. 

Application Dated 

Date of EPA Receipt 

Expected Decision Date 

Antee International Ltd. 

Virkon S 

62432-1 

February 18, 1997 

EPA has made a preliminary determination that the application 
referenced above is complete . 

Signature 

Printed Nam.e 

Please fax to: 

Date 

Jeff Jones, Agent 
Antee International Ltd. 
301 6525408 

••• • • • • •• 

• 
•• • • • • • •• 
• • • • • •• •• 

• 
••• • • • •••• 
•• • • • • •• • 

• ••••• • • • • • 
•••••• • • •• 
• •••• • • ••••• 
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To: Connie Welch 

From: Jeff Jones 

DELTA 
ANALY"nCAL 

CXffORA'IlON 

Facsimile Message 

Tol&l Ne:,. cl f11g .. lnc:lu4,ing Cover. 1 

February 12, 1998 

Subj: Completion of Antee-Farnam Action 

1 received the signed version of our agreement resolving the Antee-Farnam matter 
this morning. You've made members of our team in eastern England, Phoenix, AZ, 
and here in Bethesda very happy today. Thanks to you and your colleagues, 
Michele Wingfield and Adam Heyward, for your kind assistance in concluding this 
matter expeditiously in a manner that serves both the government's and the 
registrant's best interests. 

Best regards, 

cc: Rick Auchincloss, Antee International Ltd. 
Doug Ross, Farnam Companies, Inc. 

7910 Woodmont Avenue Suite l 000 Beth819da, Maryland ~Bl 4 
(301) 652-5495 FAX (301) 652-5408 

TDTPL P.01 
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To: Connie Welch 
Michele Wingfield 
Adam Heyward 

From: Jeff Jones , 

6 
DELTA 

ANALY1lc.AL 
OORPORAnoN 

Facsimile Message 

February 9, 1998 
0 

Subj: Resolution of Antee-Farnam Matter; EPA Reg. No. 62432-1 

Following up on our telephone conversation this afternoon I am attaching a letter 
previously submitted to the Agency appointing me a "co-agent" with Dr. Wagner 
for Antee matters. ' · 

l also attach an Agent letter covering Farnam Companies, Inc. activities on Virkon 
S. Contrary to what I said in our telephone conversation, Fam.am will be handling 
Virkon S under a distributor label Accordingly I am also attaching EPA Form 
8570-5 covering this distributor relationship. 

Based on our discussions this afternoon you have asked for the following 
clarifications/changes on the November 17, 1997, version of the label: 

• On page 2, colull\I\ 1, under heading Equine Bacteria you have asked 
that we add the species causing Clostridial diarrhea; in the same 
listing correct the spelling of "Gianders'' to ''Glanders." 

~ 

• On page 2, column 1, under Equine Fungi, you have asked that we list 
the fungi causing Dennatophytosis, both ringworm and Mud Fever. 

• On page 2, column 21 under Viruses you have asked us to identify the 
virus causing Egg Drop Syndrome or list the entry as Egg Drop 
Syndrome Virus if that is appropriate. 

7910 Woodmont Avenue Suita 1000 Bethe6d.a, Maryland 20814 · 
{301) 6S2-5'19S FAX (301) 652.5'08 
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DELTA ANALYT ICAL 

• On page 5, under Equine Production, you have requested 
documentation of USDA authorization for topical use of Virkon S on 
anim.a.ls. 

• I also understand that you will be supplying us with copies of general 
guidance regarding labeling of animal health products to assist us in 
improving advisory langv.age on our label. 

During our conversation, I have agreed on behalf of Antee to malce these 
clarifications and changes at the next label printing. I will supply you with the text 
of the revised label within a week. You have agreed to permit us to begin 
shipping product immediately using our existing stock of bags printed with the 
November 17, 1997, label text recognizing that the clarification/changes noted 
above are minor. 

If I have accurately captured the agreement reached in our telephone conversation, 
I would appreciate your signing below and faxing this text back to me at 301 6.52 
54-08 authorizing immediate shipment of Virkon S using the November 17, 1997 
label text . 

Thanks for your assistance in resolving this matter expeditiously. 

Respectfully submitted, 

Jeff Jones, Agent 
Antee International Ltd . 

• ~a; µ 
7 

Accepted 
Connie Welch, Chief 
Regulatory Management Branch II 
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FEB-09-1998 17 : 47 DE T 1-fl../RL YT I CAL 

Fa/la 

21 11 February 1997 

Mr Robert Brennis 
Acting PM 32 Antimicrobial Division 
Office of Pesticide Programs (H7504C) 
US EPA 
40\ M St SW 
Washington DC 20460-0001 

~ F' . 113 

Antee 
International ltd 

Amer1car, Regtonc11 Olli<«:'. 
763S Ashley P<1rtc Court 
Suite S03 F & G 
Orlando 
Flond-' 32835 
US,,\ 
Tt":I 1 407 290· I 127 
Fa,c 1 401 29~27SS 
Internet http://Wv.Ml.antecint.com 

Re: Additional Agent for Antee International Limited: Company Number 62432 

Dear Mr Brennis 

Dr Alan R Wagner is Antee' llgent of record for pesticide registration purposes with 
EPA. He has worked with Antc:c for several years as we've submitted amendments for 
our VIRKON S product. Historically VIRKON S has been int nded primarily for 
agricultural uses. 

Recently we have begun the proces of amending our label to add institutional uses. Jeff 
Jones ofDelt.a. Analytical Corporation bas been a.dv,sing us with respect to these 
amendmentS. From time to time. be needs to discuss issues with you and your colleagues 
on our behalf. For that reason, l would like to appoint him as uco-agent" with Dr 
Wagner, Dr Wagner will continue as our primary agent and all mail correspondence 
should continue to be directed to rus address . 

If you have any question. please contact me. 

Sincerely 

~·«)A<J..L 
Francis Auchincloss 

cc j jones/dr wagner/tra/ra fa/la/epa delta co agent/02/21/97 

Antee International leads the fight against disease worldwide 
c,n..,.:,.< T • ~J 111< C c"""' ,.-sc- l'W:IH flllM f(~I r. ~LOU .......... Mint .... ,_,_..,,,_" ·' · ...UC~LOSS , HN4'nH \. CJW)IS lf-rw,na;,/1 

~-Ol!ke n """'"· lh,ght-1'11> 6~1).n, e~ 
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DELTA 

Jrc1 Novf.'mber 1997 

/6'?1·· ·-[.,-· , ' 
;,; . . \ (• ,.1_ ' 
l..,.- - •..• l· 
\9: ,. ... I. ,,... ·',) 
,~ ... 

Antee 

Document Processing Desk (C"OADR) 
Office of Pesticide Programs. - H7504C 
u S Environmental Pror~ction Age?lcy 
'10 i M STrc:et sv .. ' 
W;i.shwgton DC 20460-U() l 

AUTH.OR1SATr0N FOR REPRESENT ~:1 lUN/1\GENT ST,\.TUS 

Pur!>tia11t w 40 CFR ~ l ~2 .50(ti}(J J. we 1,ereby designate cJ,<: following 
<"ornp~ny as aJ1 an,hC1rised i'g~nt lo acr in behalf of our CClmpany with tcspect 
co p~niclllar rcgts~r~~ion rm,tt,rs. rti \i la td tluougl! ~h~ FIFRA {.ts ,tm~nd,d). 
th,H m~y come b{'fore thi:: Agency. 111(' ciddress of r<:cord for sl1d1 matters 

'" ill be : 

ErA Col'npa.ny W&24132 

Antee International Ltd 
c./o Farnam Companies . loc 
30) West Osborn 
Phoenix AZ 8501 J 

Co11t:\<T Dr Uou~!as H Rti!>S 

Phont.'.,: 602/207-2108 

This "urhorisation wiU remain valid uuUJ further uotice is gi~n by dthcr our 
~ou1p:rny or Farnam Cocupct.ni~:s, luc. 

~tee lnt-e,n.itiu11.a l Llmitfl'c:I 0 
,.,.. .... ,11.._ .. ... ,.. ,1 .... \•,';,-: ' f ~I 11'! .. II • ,:":.,:;,,~ lr~J \ I '• • !1 ,'• ~ .• ,, ,:,.J'f · w•'cll · ( •JIU l,X(.J · VI, !1,1 1~, 1 ... - ,. 
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FEB-0~-1998 17 : 49 DEL TH ANAL YT! CAL P .05 

; ,._ I 

Thank you for expedit;ug this r~quest. 1f you have· (Ill)' qtic::~tions . (lk.=tse feel 
fr~.: ro contact q.s . 

Yours faithfully 

Ralpb Auchincloss 
Chid Exe.cuth.:e 

cc Dr Doug Ross ~ f amam 
, 4 ~ 7: • , .• /q ,, r1rr1H •: 

I,~~ I r r · , .. T r.r. r'" , u r1 , • ,.. 
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FE/;-0'::1- 1998 17 : 48 _ __ rD~E:.;--LT~A;--,::A~N;;;:;A;--LY~i-;-:--~ - ----- - - - --------:::-------
P . 0 

f'orm App,tq~ICI 
OM• No. 2000~CJl • 

r -----------------------------------------~·111--1,1A111-•11,,1-1,11,,1-'-11,1,1'·-11,,._"-~..i•i.·-·1&."'-----..... 
\ VS El'IVIAONMeNfAI. PROTECTtOJ\4 AG El'lC. V cr.,snu,JCmo~s 

~ • WASklNGl'0N. oc l f,Q .,..,., • u,1112,r ... 1 P\11 QDT1i11~(f 111\al 
ft EA~ o,-, 1cf oF PtsT1c,cE PROGQt,.Mi rrs - 1is 11 

~7 NOllCE Of SUPPLEMENTAL REGlSTRATION OF OlSTRlBUTOR ,...int•tiar, '""' , ... bMic product. d •t 

J LI rt9l•cr1 f'\1 INiy t/1..,. J"oll l.,,., •" '911 v ________________ .,.l'l.,'f'i.;,;'*_,;•;.fe«f...;;.,.;.imt.;;;.;....;FK~~ .......... ~ .. ,11 .. • .. ,.....,.eoff'W_..,..1rf_in..,;f..,._ ________ ,.-C r.jll(\., !Ind di1tribul• !\••/,-, p roel• 

EPA AE015TFl6'TIO~ 1'10, o, PJlOOttCl" OlSTF\IBUiOM COMP.ANY NUMIEA uct. CM fotm tnll.J1 tit ii.ll>m,ntd --------------------+---------------------, for uch 4l111JIM,,c,, bffl'ld and muu 
.. be "11111d bv t"- e11, uibu10t if'l\/'01...,.d, 

h 7 .,9 'l ") _ 1 ;j/! f D T"'- O'ffl m1n1 .,.u the ~'' " r4PQlt • --'W-'""-"11.....,...,.:;. _ _ _ __ ~ _ _ _____ ..._ ___________________ ~-1 trs,io,, Mlmblt •Ml th• dinrit>lltll' 

~"ME A.NO "-0CR£SS Of 8AstC Rl!GtSTft~NT <#rlntor f'l1'-.· inf:11Jd11 l//> ~•I comp.fly nlJfl'blr. 

ANTEC INTERNATIONAL, LTD. 
Windhatn Road, 
Chilton Industrial Estate 
Sudbury, suffolk C010 ~xn 
England 

,1 I 11QJ1v,t11 !\as .. POt•M•ill d11trib­
U,Ot' wl\o do•, nol hav. • coffllN'"Y 
II un\tlirl' aw.,..,. 11'1,o/fl• IIIOuld l\111& 

ttle d~frfbvl;,, •111,)lo;. O'I '•""'"•ltd 
tQtiet\e,v, to 1111 R~11tt1at>0n 01111. 
1lan tD "'"" 1 11111mbtr ni9nl0 p,io, 
ta ILl!llnlnlna • l)i114ribv10, No11fic• 
tlon to ,he 1'11tncy 

Notlfic:a.tl!!MI for1111 n'liHl bf 11.1bm;,. 
r.d tlV ,Ii. b.•lc: ffljbtr.11'1. They mun 
ha"' \,.. ,;oncw,r,,,,;,t ~ ••tn'*tu1• c.t 
bot!,. th.e #•Q19trlnt Ind lM 4,nnbutor . 

Whllf\ l!ll?>miWna Sfva1a, tMITl, ro , ttu 
same ~,ic i:irod1.1ct, ,ubmlulng tl'\ftn -
fCJll•ttl.rr i,,,jj I f 1cUh• c• pr oe,,u, "Iii . 

• IRKON S 1::1.road Spectrum Di~.i.nfec::t.anL 

VIRKON S Btoad spectnJnt Disinfectant 

111.AMt; ANO A0Di;tlrll OF O[STRIIJUTOR /pd,ir or tVPr: ittCfu~ ZIP C¢•/ 

Livestock Prcrluct.s Division 
Farnam Companies, Inc. 
P.O. Box 34820 
Phoenix, AZ 85014 

e 

01STRl81JTQN 

'l¥o ,nt..W re l'l'la,u1 .rnl!kt '"• Oinritlu10r ~rodu~ N•"'• a'nd Nwr,bar &~lfi.t4 alilOYe, subfe,;t to 
U•• rond,1,on1 spaeif~d or, thi& fll)llfl . 

Ali01$TllANT 

11 ,t lt4~t\ttd 11'\al lht fhe•il<'Atlon P.,rcz,fd of d'\,1 J•c:ktl i"clude 11'1<1 0•1tr:butO~ Pfod,ucl $~r;if,ttd 
sl)aw•. ,ut)j':~I IO Ill,: ll;OMiliOt'II .-eihc,d Of\ O,i. fOfffl. 

~IG~l~TURE ANO r1n.t o, ,H~IS'rRAP,jT 

~ (R I w~~ ~\], ~ • J 'n, ~ • 
alan R. wa9ner. D.V.M., ~-s., Ag9nt for 

IIU>'f£; DO NOT •ubf'l'l •I d111nb, 110, 
?fOdU ct lebltl~. 

CONDITIONS 

1, 'l'I\• dl11ribu,01 proou~ muu h.,w 
111.t _,,. COl!\po1lrlon •~ ti!• b1,i~ 
Hgi&l*flld Plb!iha,:t. 

2. Tt,,dh,tr;t,uro, br•nd p,(ld<Jtt~'1 b, 
,....,,.ufac,wtO arid ~~tel b'o' tf'lt 
t11111, ~trtOI\ .,,,.,Q manUIM."11.m:• ond 
p.Klr•go tP,. ,,;i,,e,ed ti.J, . p1otiuc:1 . 

J. Thi .. b.llln11 to, 'thor d lurlbutor ptod• 
uc:t ml.In be,, ,fie Slffll! QI al ms .aa thir 
bUc p,oduc\. pr ainde-4 1'40-ft"' , 1 hat 
1~tlc cla ,i,,a may 1:111 det,ced If 
b\l dQ<"tJ UJ no orlvr c;h.lng<, ••• 
-3fy. 

e.. n,. l)fOd\J(-1 ITlLIU t•miln ,n rhe 
m•Auf•ew,~·, unb,ot.en r.cnt&lnn , 

A. T'l\a lalltl mu11 bl:•t tno EPA rcgii , 
tr11,0f'I nurnb&r of '"• IMC,ic ••s1ht..,,.d 
prodwc:t. fo1IO¥Wed tly • fWollcn and 
tl\e Ol1trlbuto,,''1 CD"1p.ll'I\I l'l\ltnti.lr, 

5. Dit.t1lb111so1 cirC11th,1c:u mun t1a•r tll.e 
"'""' ,h4 ~." Ill th• cJIJlrJbt,1tQ( 
q~l«l•13 b'f well Ht!fll u ··~k•d 
lo, •. .., .. "'dlilti~••d by . . " ; Ot 
"&0 Id bv . , : · 10 sl'ICl,o tllat the ruime 
;.. no, \t\&t ol 11\o! r•1'nulo1ctaJrer . 

'1, All 011ndltloni or t11c basic; ,.,,.., 
\ratior\ ~ly OQl.lallv to dauril;lu· 
tQI" br1i,d prMuc;ff, U I, tflt /tSP(lll• 
tlhl ,riv o I lhll ba1lc r911int•nt to , .. 
that all d11trie1J10, lrAalitte is k.!pt ,n 
·m,,.,olle11c:s ... ,rh f"loi••"'•ntt olacad 
on tlll bt•1 c ?(oduot . 

'Al;C!l1Vf0 11"1' i;PA fllCISTkATION 
01\/ISION ON 'fl-IE. OATE STAMf'EO 
BU.OW 

-
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•• ·ii-iii-''·· •• FARNAM COMPANIES, INC. 

Ofhce of Corporate Dm•eJoprnenc 

Thursday, January 8, 1998 

301 West Osborn Roaa. Suite 2000 
Phoenix, Arizona 85013-3928 

Phone: (u02! 285•1660 • fax: (602) 285-1803 

Document Processing De. k [NOTTFl 
Office of P esticide Programs (7504C) 
US EPA 

• • •••••• • 
• • • • •• • • • • • • 
•••••• • • •• 
••••• • • ... . ... 

••• • • • •••• 
• 

Room 266A, Crystal Mall Building 2 
1921 Jefferson Davi Highway 
Arlington, VA 22202 Attention: Portia Jenkins (PM-34) : .::: • 

ubject: Virkon S Broad Spectrum Disinfectant 
EPA Reg. o. 62432-1 
Notification Per PR l\otice 95-2 
Your Letter Dated December 2. 1997 

Dear M . Jenkins: 

••• • • • ••• 

lam writing to request quick reconsideration of the deci ion to reject the notification listed above. 
Becau e of public health concerns outlined below, it i in the Agency's interest to reconsider its 
initial judgment. I believe reconsidering this decision will take le s than an hour of your time. 

Of course, the Agency has the authority to reject a notification that it feels does not meet the 
feller of PR otice 95-2 requirements. Likewise it has the authority to accept notifications that 
satisfy the spirit of the Notice. Tn this instance there are good public policy reasons for the 
Agency to accept the notification. 

Whether the notification submitted meets the letter of PR Notice 95-2 governing notifications, it 
clearly meets the spirit. A literal and absolutely strict interpretation of 95-2 might require such 
revisions to be .submitted as an amendment. A quick review of the label revisions, however, 
would indicate that they are strictly revisions of grammar and phrasing with no impact on hazard, 
risk. or efficacy. 

The: proposed revision ,vere made solely with the intent of improving the readability of the 
instructi n and to promote and ensure proper use of the product o revisions negate or detract 
from required precautionary or other label statements; none trigger efficacy, human health or 
envirotunenLal concerns; none change the dosage, frequency, concentration, or method of 
application~ no use patterns are added or deleted; and none of the statements arc faJse or 
mi:leading since the I rephrase the previously approved lanbJUage. 
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In a time when animal health issues are of increasing public concern, the Agency needs to ensure 
an adequate supply of safe and efficaciou. antimicrobial products . Virkon S was recently selected 
for testing at the USDA Foreign Animal Di case Laboratory at Plum Island, NY, as a single 
material lo replace a variety of disinfectants, some unregistered by E PA. USDA recognized the 
wide range of activity Virkon S offers against disease causing pathogens that affect animal health, 
the low toxicity of the in-use solution, and the ease of use. In the current environment of public 
concern about animal health diseases and their impact on human health, it would be unfortunate 
for EPA to make a ded ion that could make the problem worse. 

Farnam is the new U.S . distributor for Virkon S, and the supply of product available through the 
previou distributor i running . hort. Packaging incorporating the new language ha. been 
received, and the English manufacturer, Antee International Ltd., i waiting to fill the. e bag for 
shipment to the U.S .. Unless shipment can begin by January 15, 1998, there is a significant 
danger of supply shortages. 

Loo.king back, whether these label rev1S1on . hould have been ubject to amendment or 
notification procedure is questionable. However, in view of the public health is. ues involved, I 
urge you to spend an hour to satisfy yourself that these revisions can be accepted as a notification 

respectfully ask that you conduct that short review over the next few day to assure that 
·hipments can begin by January 15. Tf you haven't the authority to do so, please call me 
immediately o that l can contact Ms. Welch, and if necessa1y, Mr. Sanders to ask their 
assistance. 

Thank you. 

, incerely, 

Douglas H Ro ·s., Ph. D. 
cw Product Development Manager 

& Regulatory Speciali ·t 

cc. . Cortlund 

•••••• • • • • • 
••••• • • • •• 
••••• • • •• ••• 

• • •••••• • 
• 

••• • • • •••• 
• 

• •• • • • •••• 
•• • • • • •• • 
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Reviewer ID 

Submission ~o. 

Data Package No. 

rs Intrastate Call-in / / (Y) Yes 

1/ (N) No 

llSJ Olild-resistant 
Packaging 

,_ 

[20! Registration Type: 

I I {l) Conditional I ,' (2) Unconditional 
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SURNAM 

DATE 

UNlTED STATES ENVIRONMENTAL PROTECTION AGENCY 

Dr. Dougla~ H. Ross 
Farnam Companies 
301 West Osborn 
Phoenix, AZ 85013 

IEt - 1 .991 

Subject: Yirkon S Broad Spectrum Disinfectant 
EPA Registration Number 62432-1 
Notification Per PR-Notice 95-2 

Dear Dr. Douglas II. Ross: 

This will acknowledge receipt of your notification, for revised labeling, submitted under 
the provisions of FIFRA section 3 © 9. Based on a revie"v of the submitted makrial, the 
following conlill~nts apply: 

The application can not be processed as a notification and it is being returned without 
action. Per your application dated November 18, 1997, to revised the above reference product's 
label to remove redundant statements in bold italics and other label changes is considered 
unacceptable as a notification. Therefore, this application should be re-submitted as an 
amendment to this registration indicating new label revisions to your prime product name 
"Yirkon S Broad Spectrum Disinfectant". 

We are rejecting these labels "Virkon S Broad Spectrum Disinfoctanf' in which they do 
not qualified under PR Notice 95-2 as a notification and no further action vviH be taken until the 
agency receives your amendment for new labeling revisions under the product name Virkon S 
Broad Spectrum Disinfectant for review. 

lfyou have any questions, please contact La Verne Dobbins at (703) 308-6378. 

Sincerely, 

(y(tr/i;ln~ 
Portia M. Jenkins 
Acting Product yfanager (34) 
Regulatory Management Branch 11 
Antimicrobials Division (751 OW) 

COHCU RR I! HC!!S 

.. 1 ~P..tf...... ..... .. ........ ·················· .......................... --....................... ~······ . ··-············· ·····-··-····-
• ~*-~• .• •••••••••••••..• . •••• •••••••••••• .-.............. ••• • • •• • • •••••••••• •• • ··-·· .......... ••• • • ........... '. ... .. • .................. . 

EPA Fann 1320-tA (1/90) Prbttul on /ucydtd Pa~r 
OFflCrAL. FILE COPY 
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NOTIFICATION 

United States Environmental Protection Agency D Registration OPP Identifier Number 

Office of Pesticide Programs (H7505C) D Amendment EPA Washington, DC 20460 
248162 Application for Pesticide: ~ Other 

Section I 
, . Company/Product Number 2. EPA Prt>duct Manager ~d ClasslficaUon 

62432-1 P. Jenkins (actino) one O Restricted 

4. Company/f'roduct (Name) ( ? 7 PM# 

Virkon S Broad Spectrum Disinfectant , , , 34 

5. Name and Address of AppflcBnt (Include ZIP Code) Expedited Review. In accordance wilh FIFRA Section 3©(3) (b}(I), my 
Antee International Ltd. product is similar or identical in composition and labeling to: 

c/o Farnam Companies, lnc. 
EPA Reg. No. 301 West Osborn 

Phoenix, AZ 85013 Product Name 
D Cheol< If this Is a new address 

Section II 

Amendment • Explain below 0 Flnal printed labels In response to 

:/ Resubmission In response to Agency letter dated 
Agency letter dated 

D "Me Too" Application . 
" Notification - Explain below. D Other - explain below. 

Explanation : use addibOnal pag@(s) if necessary. (For Section I and S@ction II.) Notification of combination of labeling statements to 
remove redundancy, per PR Notice 95-2. Thi.snotificatlon is consistent with the provisions of PR Notioe95-2and EPA regulations at40 CFR 152.46, 
and mi other changes have been made to the labeling oc the CSF or this product. I understand that it is a violation of 18 U.S.C. sec. 1001 to wi!lrully make any 
raise stat@ment to EPA. I turther understand that if this notification snot consistent with the terms or PR Notice 95-2 and 40 CFR 152-46, this product may be ·n 
.. lion of FIFRA and I mav be sub~ to enforcement action and Def'lallies under sections 12 and 14 of FIFRA. 

Section Ill 
1. Material This Product Will Be Pack.aged In· 
Child-Resistant Packaging Unit Packaging Water Soluble Packaglng 2. Type of Container 

D Yes• 0 Yes D Yes D Metal 

D No, D No D No 0 Plastlc 

D Glass 
lf "Yes; No. per lf 'Yes ." No. per D Paper 

ortification must be Unit Package wgt. container Pacl<agewgt. container D bmitt&d . other (Specify} 

• Location or Net Contents Information 4. Size{s) or Retail Container 5. LocaUon of Label Directions 
D On Label 

0 Label O Container 0 On Labeling accompanying product 
6 Manner In Which Label is Affixed to Prt>duct u Lithograph 

0 Paper glued 0 Othef (.._J 

D Stencll&d 

Section IV 
1. Contact Point (Complete items directly below for ldentmr:ation r,f Tnrfivi<lua/ to be contacted. if necessarv, to Drocess this annlicatlon.) • • 
Name Title T elefihooe No. (Include Area 

Douglas H. Ross, Ph.D. Agent for Antee International Cod~ • 
! • '80!J207-2108 

Certification •••••• .6. Date Application 
I certify tflat the statements I have made on this fomi and all attachments there o are true, accurate and complete. • • • Received 

• • • • • I acknowledge that any knowingly false or misleading statement may be pumstiable by fine or imprisonment or • • (Stamped) 
both under apprcable law. •••••• • •• • • •• .I .. 

• • 
2 

:2) 7'/4-
3. Trtle ••••• . •• • • 

/. /-=?- Agent for Antee International ••••• • 
• •• • • • •• 

4. Typed Nff'e 5. Date •• • 
Douglas H. Ross, Ph. D. • • 

NOV 18 [997 •• 

EPA Fonn 8570-1 (Rev. 12-S<Jj Previous editions am obsolete. 
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•• ·d,BfV,­•• FARNAM COMPANIES, INC. 

Office ot Corporate Developmen 

301 \.I.lest Osborn Road, Suite 2000 
Phoenix, Arizona 85013-3928 

Phone: ;602) 285-1&60 • r~x 1&02) 285-1803 

Tuesday, November 18, 1997 

Document Processing Desk [NOTTF] 
Office of Pesticide Programs/US EPA 
Room 266A, Crystal Mall Building 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Subject: VIRKON S Broad ,5peclmm /)isinfectant 
EPA Reg. No.: 62432-I 
Regulatory Action: NOTIFICATION of combination oflaheling statements to remove 

redundancy, per PR Notice 95-2 

Dear Ms. Jenkins: 

Per PR Notice 95-2, [lL A. 10.]. ANTEC International, Ltd., hereby notifies the Agency that they 
have revised the above referenced product' s label to remove redundant statements. As 
documentation for this otification, the following arc enclosed: 

I. Application for Pe ticide Registration (Form 8570-1); 
2. Revised Product Labeling (1 copy) with the changes shown in bold italic.Ii~ 
3. A copy of the EPA stamped, approved label for VIRKON S Rroad Spectrum Disi1!f'ectan1~ 
4. A copy of ANTEC's letter to the EPA, authorizing Farnam Companies, Inc., and myself, to 

act as their agent in registration matters . 

If you have any questions, please contact me at 602/207-2108 . Thank you. 

Sincerely, 

~!4--/l'R--
nouglas H. Ross, Ph. D. 

ew Product Development Manager & Regulatory Specialist 

xc: R. Blomqui t 
M. Cortlund 
R. Auchincloss - ANTEC 

•••••• • • • 

• • •••••• • 
• • •••••• • 

• 
• • •• • 
•••••• • • •• 
••••• • • ••••• 

• • • • • • 
•••• • • •••• 

• 
• •• • • • •••• 
••• • • • •• 
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[ 1 indicates optional language 
Page 1 

VlRKON- 10 

BROAD SPECTRUM DISINFECTANT 

For Use in Cleanjng and Disinfecting Industrial, Animal and Agricultural Facilities 

ACTIVE INGREDIE TS: 
Potassium peroxymonosulfate ............... .............. . 
Sodium Chloride .... ....... _ ......... ..... .. ........ _ ....... .. 
INERTINGREDIE TS ....... ... .. .... .. ...... . ..... .. .. . 
TOTAI.., .. . ........................... -·- -·· -· · · · · ··· ·· · ·· · ··· ·· 

Equivalent to 9.75% Available Chlorine 

20.4% 
1.5% 

78.1% 
100.0% 

KEEP OUT OF REACH OF CHILDRE 

DANGER 

See Back [Side] Panel[s] for Additional Precautions 

__ lbs. L) et Weight 

EPA Reg. No. 62432-1 EPA E t. Io. 62432-E -00 I 

ANTEC I TERNATIONAL LTD. 
Windham Road, Chilton Industrial Estates 

Sudbury Suffolk COlO 6XD, England 
Tel: (1787) 77305 Telx: 987495 Fax: (1787) 310846 

Vl.RKON S is a regi.stered trademark of and manufactured by Antee International Limited 
US Patent o. 4822512 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• • •••••• • 
• • •••••• • 

• 
•• • • • • • •• 
•••• • • •••• 

• 
• •• • • • •••• 

Monday, November.11, U>97 
• • •• 
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[ ] lndicates optional language 

EQUINE BACTERIA 
Clostridial diarrhea 
Fistulous Withera (PoU Evil) 
TaylorcUa Equigenitalis 
Streptococcus cqui (Strangles) 
P eudomonas mallei 
(Gianders) 
Bordetella bronchiscptica 

EQUINE VIRUSES 
African Horse Sickness 
African Viral Arteritis (Pink 
Eye) 
Coital Exantbenna 

1yeloencephalopathy 
Rhinopneumonitis 
Equine Infectious Anemia 
(Swamp Fever) 
Equine papillomatosis 
Equine Contagious Abortion 
Adcnovirus Pnewnonia 
Equine influenza (111c Cough) 

QUINEFUNGl 
Dermatophytosis (Rn1gv.·orm) 
Dermatophylosis (Mud Fever) 
Fusarium moniliforme 

BOVINE BACTER1A 
Mora .. "ella bovis 
Mye-0bacterium bovis 
Haemophilus somnus 

BOVTNE VIRUSES 
Calf rotavirus 
Infective Bovine 
Rhinotracheitis 
Bovine Adenovirus Type 4 
Pseudorabics 
Foot & Mouth Disease 
BOVINE FUNGI 
fusarium moailifonne 

EFFECTJVE AGACNST: 

BACTERIA 
Streptococcus pyogcnes 
Campylobacter pyloridis 
KJebsiella pneumoniae 
Escherichia coli 
Salmonella t) phimurium 
Salmonella choleaesuis 
Pseudornonas aeruginosa 
Staphylococcus aurcus 
Staphylococcus epidermidis 
Mycoplasma gallisepticum 
Clostridium perfringens 
Bordetclla avium 

VIRUSES 
Newcastle Disease 
Infectious Bronchitis 
Infectious Bu rsal Disease 
Avian Lal)'»gotrachcitis 
Avian Influenza 
Marek's Disease 
Egg Drop Syndrome 
Turkey Herpes Virus 
Duck Herpes Virus 
Duck Viral Enteritis 

FUNGI 
Aspergillus flavus 
Aspergillus furnigatus 
Candida albicm1s 

Page2 

SW E BACTERIA 
Bordetella bronchiseptica 
Past.eurclla multocida 
Actinobacillu s 
pleuropneumonia 
Trepooema hyod ·senteria 
Clostridium perfringens 

SWINE VIRUSES 
Hog Cholera 
Swine Influenza. 
Porcine parvovirus 
Rotaviral diarrhea 
Vesicular stomatitis 
Pscudorabics 
Porcine Reproductive and 
Respiratory Syndrome (PRRS) 
African Swine Fever 
Foot and Mouth Disease 

SWINE FUNGI 
Fusarimn monilifonne 

COMP AN ON ANIMALS 

BACTERIA 
Streptococcus aurcus 
Streptococcus pyogenes 
KJcbsiclla pneumoniae 
Pscudomonas aemginosa 

VIRUSES 
Canine Parvovims 
Distemper 
Lcptospira canicola 
F cline parvovirus 
Feline herpes 
Feline calicivirus 

FUNGI • • •••••• • 
M icrosporum canis. • 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

•••••• • 
• 

• •• • • • • • • 
•••• • • •••• 

• 
• •• • • • •••• 

Monday, Novembey.17, J 997 
• • •• 
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PRECAUTIONARY STATEMENT 
HAZARDS TO HUJ\.1ANS AND DOMESTIC ANIMALS 

DANGER 

Page3 

Powder is corrosive. Cause.I', skin burns and irreversible eye damage. Hannful if swallowed, 
absorbed through skin, or inhaled. Do not get in eyes, on skin, or on clothing. Wear protective 
clothing and rubber gloves. Avoid breathing dust. Wear goggles, face shield, or safety glasses. 
Wash thoroughly with soap and water after handling. Remove contaminated clothing and wash 
before reuse. Corrosive statement refers to powder only not in use solution. 

FIR.STAID 

1F 1N EYES: Hold eyelids open and flush with a steady, gentle stream of water for 15 minutes. 
Get prompt medical attention . 
lF ON SKIN: Wash with plenty of soap and water. Get medical attention if irritation persists. 
IF lNHALED: lf symptom of coughing, choking, or wheezing are troublesome, remove to fresh 
air and seek medical attention. 
IF SW ALLOWED: Drink promptly a large quantity of water. Avoid alcohol. Get immediate 
medical attention, 
NOTICE TO PHYSICIAN: Probable mucosa1 damage may contraindicate the use of gastric 
lavage . 

BROAD SPECTRUM DISINFECT T 
VIRKON-S is effective against numerous microorganisms affecting animals: viruses, gram 
positive and gram negative bacteria, fungi (molds and yeasts), and mycoplasma. Efficacy was 
determined in the presence of hard water and organic material. VJRKON-S pas . .,es the AOAC 
germicidal and detergent sanitizer test at a concentration of 0. 5% (1 :200) in the pre.~·ence of 
200 ppm hard water . 

DCRECTIO S FOR USE 
Federal law prohibits use of this product in a manner inconsistent with its labeling 

This powder fonnula is ea ·ily diluted for use in manual or machine operations. 

VIRKON-S DILUTION CHART 
Fill container with desired amount of waJer and add VIRKON-S powder to achieve 
recommended solution c,mcentration. 

• • •••••• • 
• • •••••• 

Ouantitv of Wat.er Amount of Powder for 1% Solutfon Anwunt of Powder for 2% Solulio11 
1 Ouart 0.3 ounces 
1 Gllllon 1.3 ounces 

10 Gallons 13.4 uu1tces 
50 Gallons 66. IJ ounces 

1.J uz. measuru,g 1coop promJed 

0. 7 oui.ce.; -• 

26. 7 ounc1!, • • 
133.5 0#1198NI 

••••• 

• • • . .. 
•••• . 
•••• 

• 
• •• • • • •••• 

Monday, Novembern. 1997 
•• 

376



• 

1• • 
• 
• e 

• 

[ l indicates optional language 
Page4 

Add /1.3 oz. (1 scoop) of VlRKON-SJ /the contents of one VlRKON-S packet/ to 01,e gallon of 
warm water. Solutions ore stable for 7 days. D,> not soak metal objects for Jong periods - 10 
minutes is maximum necessary contact time. One gallon of solution is sufficient "1 treat 135 
... q.ft. 

POULTRY [ANDRA lTE PRODUCTION] 

CONTROLS : Viruses of ewcastle Disease, Infectious Bronchitis, Infectious Bursal Di ·ease, 
Avian Laryngotracheitis, Marek' s Dise-ase, Egg Drop Syndrome, Avian Influenza, Turkey Herpes 
Virus and Duck Viral Enteriti . Fungi (molds and yeasts - Aspergillu flavus, Aspergillus 
fumjgatus and Candida albicans. Bacteria - Streptococcus pyogenes, Campylobacter pyloridis, 
Klebsiella pneumoniae, Eschetichia coli, Salmonetla typhimurium, Salmonella chloeraesuis, 
Pscudomonas aeruginosa, Staphylococcus aureus, Staphylococcus epidermidis, Bordetella avium 
and Mycoplasma gallisepticum. 

HATCHERIES: VlRKON-S at 1% solution can be used for cleaning and disinfecting hatchers, 
setters, evaporative coolers, humidifying systems, ceiling fans, chicken houses, transfer trucks, 
trays and plastic chick boxes (u e 2% solution for MycopJasma, Aspergillus flavus and 
Aspergillus fumigatus) . VIRKON-S 11t 1-2% solution is recommended for use in fogging (wet 
misting) operations as a supplemental 11teasure, either before or after regular cJeaning and 
disinfecting procedures. Fog (wet mist) until the area is moist using automatic foggers according 
to manufacturer's use directions . 

BROILER/BREEDER HOUSES: Remove chickens [birtb;J, feed, and water troughs, tlien 
remove manure and litter. Sprt1y floors and wlllls with VIRKON-S at 1% solution. Thoroughly 
wash waterers and feeders with a "1% solution of VTRKON-S (use 2% solution for Mycoplasma, 
Aspergillus flavus and Aspergillus fumigatus) . After co11.tact for 10 minut~, rinse witli water. 
Do not house poultry or use equipment until treatme1it htL.'i dried 

FOR AIR SANITIZING: Use VIRKO-:-,.r-s at 1-2% solution, and fog until surfaces are moist. 
Allow at least 2 hours before entering treated area. Rinse f oggers ,md sprayers with water 
following use. 

PROCESSING PLANTS: Spray VIRKON-S oJ 1% ,,.olufi()n t tli,vinfect and cle,in walls, 
celling.,. and floors . 

SWINE [PRODUCTION] 
• • •••••• 

CONTRO S: Viruses of Hog Cholera, Swine influenza, Porcine Parvovirus, Pselfdorabics, 
Porcine Reproductive and Respiratoty Syndrome (PRRS), Rotoviral Diarrhea, Africin •Swine 
Fever and Foot and Mouth Disease. Bacteria of Pleuropneumonia, Trepo~"M~~odysenieriae, 
and Clo ·tridium perfiingens. Fungi: Fusarium moniliforme. • • :•. •. 

•••••• • •• • • •• 
••••• • • ••••• 

•••• • • •••• 
• 

• •• • • • •••• 
Monday, Novernber .J-'l, I Q97 

• • •• 
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VIRKON-S at 1 % solution is recommended for cleaning aml disinfecting farrowing unit.\', 
nurseries, finisher houses and processing plants ( use a 2% solution for Mycoplasma, Aspergillus 
flavus and Asperglllus fumigatus_) 

VIRKON-S at 1-2% solution is reconunended for u,e in fogging (wet misting) operations or as a 
supplemental measure either before or after regular cleaning and disinfecting procedures_ Fog 
(wet mist) until the area is moist using automatic foggers according to manufacture's use 
directions. Rinsefoggers and sprayers with water following llse. 

EQ INE [PRODUCTION] 

BROAD SPECTRUM EQUINE DISINFECTA}tf/DETERGANT/W ASH FOR CLEANING 
A D DIS NFECTING STABLES, EQUIPMENT, AND AERIAL DISINFECTION 

CONTRO S 
Viruses of African Horse Sickness, Equine Viral Arteritis (Pink Eye), Coital Exanthenna, 
Myeloencephalopathy, Rhinopneumonitis, Equine Contagious Abortion, Equine Papillomatosis, 
Equine Infectious anemia (Swamp Fever), Adenovirus Pneumonia, Equine Influenza (The Cough) 
and Rhinitis. Bacterial: Clostridial Diarrhea, Fistulous Withers (Poll Evil), Taylorel1a 
equigenitalis, Bordetella bronchiseptica, Streptococcus equi (Strangles) and Pseudomonas mal1ei 
(Glanders). Fungi: Dermatophytosis (Ringworm), Dermatophylosis (Mud Fever), and Fusarium 
monilifonne . 

APPLICATIONS: For cleaning and disinfecting all surfaces, equipment. utensils and instruments 
in Veterinary practices [, kennels, stables, caHeries, etc] . 

USES: 
Topical Use On Animal: Shampoo infected area with a 1% solution ofVIRKON-S using a clean 
sponge_ Rinse with clean water_ Apply three t imes a day_ Repeat as necessary. 
Stables, [Horse Boxes, ][Box ]Stalls, Tack ,[Equipment,] and Feed Rooms: Thoroughly clea11. 
and dry [dry clean] surfaces, then wash the area manually or with pressure washer with a 1% 
VIRK.0 -S solution. Rinse with clean water . 
Blankets, [Saddle Pads] [and] ugs: Shampoo by baud or spray lightly with a hand-sprayer and 
leave to dry. Shake or vacuum to remove residue. 
Aerial Spraying to control airborne diseases: llse a hand for kmipsack/ sprayer with fine 
setting, or an automatic spraying system. Spray a 1% VIRKON-S solution for 2-3 minutes twice 
daily[, first thing in the morning and last thing at night]. Rinse sprayers with water ,ifter use. 

BOVINE [PRODUCTION] 
• • •••••• • 
• • ••••• • • 

CONTROLS : Viruses of Calf rotavirns Infectious Bovine Rhinotracheitis Bc.,ym .d denovirus . . '' 
Type 4 and Pseudorahies; Bacteria of Maraxella bovis, Haemophilus somnus ~nd :tvtvcoblciiertwrn 
b . F . f . ·i:~ • • • • • ' • • • ov1s; ung1 o Fusanum moru1Uorrne • •• • •••• 

••••• • • ••• •• 
• • ..... 

• 
• •• • • • ••• • 

Monday, ovember i-?~)9.97 
•• 
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A 1% solution o/VIRKO -Sis recommended to clean aml di.,;infect areas associated with 
bovine hou.~ing [stabling], hospital [quarantine} pens and feedlot facilities . 

COMPA.1\'10 ANIMALS 

CONTROLS : Viruses Canine Parvovirus, Distemper, Leptospira canicola, Feline parvovirus, 
Feline herpes and eline calicivirus. Bacteria of Staphylococcus aureus, Streptococcus pyogenes, 
Klcbsiella pneumoniae, and Pseudomona. aeruginosa; Fungi ofMicrosporum canis. 

[APPLICATIONS :] A 1% .lj·olution ~fVlRKO -Sis recommended as a "one step" cleaning and 
disinfecting procedure for all surfaces, equipment, instruments, utensils and cages [caging 
systcms]within [associated with][Veterinary Medical Hospitals,] [infections disease wards,] 
[quarantine areas,] [Humane Society facilities,] [laboratory animal quarters,] grooming and 
boarding facilities, kennels, catteries and animal transportation vehlcJes. 

Do not immerse metal objects in VIRKON-S for long periods - 1 O minutes is maximum contact 
time . 

STORAGE AND DISPOSAL 
STORAGE: Store in a cool, dry place in tightly clo ed container away from children. Always 
replace lid after use. 
DISPOSAL: Wash empty container thoroughly and dispose in trash. Do not mix this product 
\.vith other chemicals 

•••••• • • • • • 
•••••• • • •• 
••••• • • ··~·· 

• • •••••• • 
• • •••••• • 

• 
•• • • • • ••• 
•••• • • •••• 

• 
••• • • • ~··· 

Monday, November•:n.,. 1,97 
•• 
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Antee 
I ·, T f ;~ : ' ,\ ; I I) I·! .~ ~ 

l.EADERS IN 810SECURITY 

3rd November 1997 

Document Processing Desk (COADR) 
Office of Pesticide Programs - H7 504C 
U S Eltvironmental Protection Agency 
40 1 M Street svv 
Wash iugton DC 20460-001 

Dear Sir/Madam 

AUTHORISATION FOR REPRESENTATION/ AGENT STATUS 

Pursuant to 40 ·CFR § 152. SO{b)(J) , we hereby d~sigllt\te the following 
company as an authorised age11t to act in behalf of our company witb t~spect 
to particular registration matters. regnlated through th~ FIFRA (as amended), 
that may co)ue before the Agency. Tlie address of n!cord for such tnatters 
will be: 

EPA Company #62432 
Antee International Ltd 
c/o Farnam Compan1es , lnc 
30 1 \,Vest Osborn 
Phoenix AZ 850 1 3 

Contact: Dr Douglas H Ro::.!> 

Phone# : 602/207-2108 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• • •••••• • 
• • •••••• • 

• 
••• • • • • •• 
• ••• • • • ••• 

• 
••• • • • •••• 
••• • • • •• 

'!bis authorisation will remain va id uuti l further notice is giveu by either our 
company or Farnam Companies. hie . 

Antee International Limi ted 
','Jin1:J)i;!'ll Ro~ d • CMlon I .d;J\l'i;,1 :::,,,i,~ . S•Jd~IJ.'V . ~u''.r, I~ . cow 5XO . .;~ 
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Thank you for expediting this request. If you have any que5tions. pk~se feel 
free to contact us. 

Yours faithfully 

Ralpb Auchincloss 
Chief Executive 

cc Dr Doug Ross - farnam 
1JS7/ wr/epa..rarnam 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• • •••••• • 
• • •••••• • 

• 
•• • • • • • •• ···~ • • • ••• 

• •• • • • •••• 
••• • • •• 
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Antee International LTD. 
c/o Dr Alan Wagner, DVM, MS 
2821 River Park Dr 
Columbus, OH 43220 

Dear Dr. Wagner: 

Subject: Additional labeling claims 
Virkon S 
EPA Registration No. 62432 -1 
Your resubmission of March 11, 1997 

We have compl eted a preliminary review of your application 
and have determined that the application cannot be processed 
further for the following reasons: 

are 

1. The following studies are not Guideline Studies: 

a) Investigation to Test the Effect of Prolonged 
Spraying of Livestock with VirKon-S MRID 442343-01 

b) Trials in Poultry With A Sprayed Disinfectant -

2 . 
not 

a} 

b) 

Virkon-8 MRID 442343 -2 

The following studies are Guideline Studies but they 
require to support the additional claims. 

The Eye Irritation Study in the Rabbit 
MRID 442420-01 

Skin Irritation Corrosivity Study in the 
Rabbit MRID 4424200-2 

3. The additional animal claims you have added to your 
labeling must be approved by FDA. 

4. Before the Agency can accept this product for drinking 
water systems the product must be Certified by the National 
Sanitation Foundation International (NSF International) . You 
must contact the following person: 

Mr. Dave Purkiss, General Manager 
NSF International 
P.O. Box 130140 
Ann Arbor, Michigan 48113-0140 
Phone: 313 - 769-0109 
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I n the future please h i ghl ight all label additions 
and changes. If you have any questions concer ning this l et t er 
please con tac t Por tia Jenk i ns at (703) 308-6230. 

Sincerely yours, 

c;}9Jenkins 
Act i ng Product Manager (34) 
Regulatory Management Branch II 
Ant i microbials Division (7510W) 
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DR. ALAN R. WAGNER 
Regulatory Affairs and Technical Services 

Private Consultant 
Clinical Investigations 

2821 River Park Drive 
Columbus. Oh io 43220 

Ph: 614/459-5965 
Fax: 614/459-9875 

• • 

• e 

March 29, 1996 

Ms. Ruth G. Douglas (PM32) 
Antimicrobial Program Branch 
Regi~1ration Division (H7505C) 
U S. Environmental Protection Aency 
R om 278, Crystal Mall II 
1921 Jefferson Davis Highway 
Arlin!,rton, VA 22202 

RE: VTRKON S 
EPA Registration Number: 62432-1 
Amendment Dated August 8, 1995 
And Your Leltter of Response Dated 
March 7, 19% 

Dear Ms. Douglas: 

•••• • •••• 
• 

•••• • •••• 
• 

••• • • • •••• 
•••• • • • ••• 

Thank you for your letter of March 7, 1996 in y; ponse to our amendment of re\lised master-labeling for 
VJRKO S. This label amendment upercedcd the ones dated April 11th and June 20th, 1995, as we 
agreed during our telephone conversation. I mo t certainly appreciated your assistance in this request . 

I have reviewed and discussed with my client, Antee International, Ltd_, your letter of March 7th, 1996 
regarding your c-0mments and unacceptability of the proposed labeling as submitted. Your letter proved 
most helpful in clarifying the issues in question as identified on the submitted labeling. We too bad concerns 
that disease rather than infectious organisms were present on previou ly approved labels. 

Regarding our label claims for animal pathogen , these are zounoses organism , as you know, infecting both 
humans and animals and by default the reference refers to animal use only. 

As a point of inquiry regarding the preparation of the resubmittance of an Application For Amendment in 
accordance with your letter of March 7, 1996, we would appreciate your review and guidance as to our 
proposal for acceptance and inclusion into our resubmitted Application for Amendment responding to the 
following points covered in your letter. 

Comment# I: "Delete ampylobacter coli and Campylobacter jejuni. These are also human pathogens. 
Data required_" ----- We have enclosed data as requested_ See Ref No. 23 . 

Comment # 2: "Delete Leptospirosis_" ----- We will delete on resubmission 

Comment# 3: ~Delete Salmonella eoteritictis. This is a human pathogen. Data Required ." ------ Wo 
have enclosed data as requested . See Ref No's 28 & 70_ 

••• • •• • • • • • 
••••• • • • •• 
••••• • • ••••• 
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Comment# 4: " Delete Parain:fluenza. This is a human pathogen. Data required" ----- We have 
enclosed data as requested. ---- ~e Ref. No. 71. 

Comment # S: •Delete Leukoencephalomalacia and Moldy Com Poisoning. These are diseases." --­
These disease entities will be deleted from label resubmission sjnoe the etiological agent is Fusarium 
monillforme. We have enclosed data for this organism. See Ref. No. 73. 

Comment # 6: "Delete Listeria monocytogenes. This is a human pathogen. Data required. 11 
---- We 

have enclosed data in reference to this organism being identified as a zoonotic disease. See Ref o. 70. 

Comment # 7: "Delete Erysipelothrix rbusiopathiae. This is a human pathogen. Data required. H ------

We have enclosed data in reforence to this organism being identified as a zoonotic disease. See Ref. No. 7~ ••• 
•••• 

Comment# 8: "Delete Bovine viral diarrhea. This is a disease" -----This entity should be identified as' 
BVD PC-l>1ivirus. We have enclosed data. See Ref. No. 71 . 

•••• Comment # 9: "Delete Atrophic rhinit.i , CotibaciJlosis, Enteritis, Mastitis, ecrotic- Enteritis a.ml •••• Salmonellosis. These are diseases. 11 -----Atrophic rhinitis would be replaced by BordateJia bronchiseptica. 
and Pasteurella mult.icida, both associated with this disease entity. We have enclosed data relating to ; his •• 
entity. See Ref No's. 70 & 125. • .: •• • 

Colibacillosis wiU be replaced with E. coli. Data is enclosed. See Ref. No. 109. 

Enteritis, Mastitis, Necrotic Enteritis and Salmonellosis will be deleted from the resubmitted label. 

•••• • • • • •• 

Comment # 10: "Delete Tran missible Gastroenteritis. This is a disease." ---- This entity will be 
replaced by TGE coronavirus. W c have enclosed data. See Re( No. 71 . 

Comment # 11: "Delete ParainflueJV.a., Infectious hepatitis and Oral papillomatosis. These are diseases." -
---- We would modify this entity as Paraintluell7a virus. being a zoonotic oTganism to which sevc:ral 
livestock species are susceptible . 

Infectious hepatitis would be deleted and replaced by Infectious canine hepatitis (Adenovirus). We have 
enclosed data. See Ref. No. 49 . 

Oral papillomatosi:s would be replaced by Bovine papilloma virus. We have enclosed data for this entity. 
See No's. 2 & 110. 

Comment# 12: "Delete Coronavirus. This is both a human and animal pathogen. Data are required." ~-­
--- Th1s pathogen will be replaced on the label by TGE coronavirus and Infectious bronchitis virus. We have 
enclosed data as requested. See Ref o's. 71 & 13 l respectively. 

Comment #13: "Delete Rabies. This is a disease.~ ----- This entity will be deleted on resubmission. 

Comment # 14 - 15: All references to use of VIRKON S in cleaning, sanitizing and disinfecting 
institutional and food processing and service facilities and references for use of product for the protection of 
hotel guests and ship passengers will be deleted in the preparation of the resubmittance of our Application 
For Amendment. 

• •••• • • • • • • 
• ••• •• • • •• 
••••• • • ••••• 
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We are anxious to respond to your letter of March 7, 1996 and to amend ouc resubmission of VDU<ON S 
Master- Labeling in accordance with your comments and would appreciate your counsel and advice 
concerning our tentative responses to the comments defined in your letter. 

Again, I want to thank you for the assistance and courte<.y extended to me regarding our Regulatory Afthlrs 
concerns. I also hope, Ms. Douglas, that you have fu!Jy recovered from your illness and that I may have the 
opportunity to visit you in the near future. I would be most grateful for your advice and comments in 
reference to this ~-ubmis..'>ion. 

Sincerely, 

c,.Jl.o.--~ . C)a,i,u....., •••• • •••• 
Alan R Wagner, DVM., MS • 
Agent for Antee International Ltd . 

•••• AR.W/mw • •••• 
• 

VrA CERTIFIED MAIL • •• • • • •••• 
cc: Francis Auchincloss •••• 

Antee International., Ltd. • • • •• • 

•••••• • • • • • 
•••••• • • •• 
• •••• • • • •••• 
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